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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 71, 83, and 93
[Docket No. APHIS-2007-0038]
RIN 0579-AC74

Viral Hemorrhagic Septicemia;

Interstate Movement and Import
Restrictions on Certain Live Fish

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule; delay of effective
date.

SUMMARY: On September 9, 2008, we
published an interim rule in the Federal
Register to restrict the interstate
movement and importation into the
United States of live fish that are
susceptible to viral hemorrhagic
septicemia, a highly contagious disease
of certain freshwater and saltwater fish.
That interim rule was scheduled to
become effective on November 10, 2008.
Subsequently, on October 28, 2008, we
published a notice in the Federal
Register announcing the delay of the
effective date of the interim rule until
January 9, 2009. We are now delaying
the effective date of the interim rule
indefinitely to provide APHIS with time
to make some adjustments to the interim
rule that are necessary for the rule to be
successfully implemented.

DATES: The effective date for the interim
rule amending 9 CFR parts 71, 83, and
93, published at 73 FR 52173-52189 on
September 9, 2008, is delayed
indefinitely.

FOR FURTHER INFORMATION CONTACT: Dr.
P. Gary Egrie, Senior Staff Veterinary
Medical Officer, National Center for
Animal Health Programs, VS, APHIS,
4700 River Road Unit 46, Riverdale, MD
20737-1231; (301) 734—0695; or Dr.
Peter L. Merrill, Senior Staff

Veterinarian, National Center for Import
and Export, VS, APHIS, 4700 River
Road Unit 39, Riverdale, MD 20737—
1231; (301) 734-8364.

SUPPLEMENTARY INFORMATION:
Background

Viral hemorrhagic septicemia (VHS) is
a highly contagious disease of certain
freshwater and saltwater fish, caused by
a rhabdovirus. It is listed as a notifiable
disease by the World Organization for
Animal Health. The pathogen produces
variable clinical signs in fish including
lethargy, skin darkening, exophthalmia,
pale gills, a distended abdomen, and
external and internal hemorrhaging. The
development of the disease in infected
fish can result in substantial mortality.
Other infected fish may not show any
clinical signs or die, but may be lifelong
carriers and shed the virus.

On September 9, 2008, we published
an interim rule in the Federal Register
(73 FR 52173-52189, Docket No.
APHIS-2007-0038) to amend 9 CFR
parts 71, 83, and 93 by establishing
regulations to restrict the interstate
movement and the importation into the
United States of certain live fish species
that are susceptible to VHS. We
announced that the provisions of the
interim rule would become effective
November 10, 2008, and that we would
consider all comments on the interim
rule received on or before November 10,
2008, and all comments on the
environmental assessment for the
interim rule received on or before
October 9, 2008.

Delay of Effective Date

After the publication of the interim
rule, we received comments that
addressed a variety of issues, including
the feasibility of implementing certain
requirements.

Based on our review of those
comments, on October 28, 2008, we
published a document in the Federal
Register (73 FR 63867, Docket No.
APHIS-2007-0038) announcing that we
were delaying the effective date of the
interim rule from November 10, 2008,
until January 9, 2009, while retaining
November 10, 2008 as the close of the
comment period for the interim rule and
October 9, 2008 as the close of the
comment period for the environmental
assessment.

We are now delaying the effective
date of the interim rule indefinitely to

provide APHIS with time to make some
adjustments to the interim rule that are
necessary for the rule to be successfully
implemented.

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701;
7 CFR 2.22, 2.80, and 371.4.

Done in Washington, DC, this 22nd day of
December 2008.
Kevin Shea,
Acting Administrator, Animal and Plant
Health Inspection Service.
[FR Doc. E8—-31208 Filed 12-31-08; 8:45 am]|
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 93

[Docket No. APHIS-2007-0095]

RIN 0579-AC63

Importation of Cattle From Mexico;
Addition of Port at San Luis, AZ

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final rule.

SUMMARY: We are amending the
regulations regarding the importation of
cattle from Mexico by adding San Luis,
AZ, as a port through which cattle that
have been infested with fever ticks or
exposed to fever ticks or tick-borne
diseases may be imported into the
United States. A new facility for the
handling of animals is to be constructed
on the Mexican side of the border at the
port of San Luis, AZ, that will be
equipped with facilities necessary for
the proper chute inspection, dipping,
and testing that are required for such
cattle under the regulations. We are also
amending the regulations to remove
provisions that limit the admission of
cattle that have been infested with fever
ticks or exposed to fever ticks or tick-
borne diseases to the State of Texas. The
statutory requirement that limited the
admission of those cattle to the State of
Texas has been repealed. These changes
will make an additional port of entry
available and relieve restrictions on the
movement of imported Mexican cattle
within the United States.

DATES: Effective Date: This rule is
effective January 2, 2009 except for the
amendment (amendatory instruction 3)
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to § 93.427(b)(2) introductory text, for
which the effective date is delayed
indefinitely. The Animal and Plant
Health Inspection Service will publish a
document announcing an effective date
for that provision in the Federal
Register.

FOR FURTHER INFORMATION CONTACT: Dr.
Betzaida Lopez, Staff Veterinarian,
National Center for Import and Export,
VS, APHIS, 4700 River Road Unit 39,
Riverdale, MD 20737-1231; (301) 734—
8364.

SUPPLEMENTARY INFORMATION:

Background

The regulations in 9 CFR part 93
prohibit or restrict the importation of
certain animals, birds, and poultry into
the United States to prevent the
introduction of communicable diseases
of livestock and poultry. Subpart D of
part 93 (§§93.400 through 93.436,
referred to below as the regulations)
governs the importation of ruminants;
within subpart D, §§ 93.424 through
94.429 specifically address the
importation of various ruminants from
Mexico into the United States.

In § 93.426, paragraph (a) states that
all ruminants offered for entry into the
United States from Mexico must be
inspected at the port of entry and found
to be free from communicable diseases
and fever tick infestation and to not
have been exposed to communicable
diseases and fever tick infestation.
Ruminants found to be affected with or
to have been exposed to a
communicable disease, or infested with
fever ticks, are to be refused entry
except as provided in § 93.427(b)(2).

Under § 93.427(b)(2), cattle that have
been exposed to splenetic, southern, or
tick fever, or that have been infested
with or exposed to fever ticks, may be
imported from Mexico for admission
into the State of Texas, except that
portion of the State quarantined because
of fever ticks, either at one of the land
border ports in Texas listed in
§93.403(c) of the regulations, or at the
port of Santa Teresa, NM, provided that
certain conditions are met. Those
conditions are spelled out in paragraphs
(b)(2)(i) through (b)(2)(v) of § 93.427.

On January 9, 2008, we published in
the Federal Register (73 FR 5132-5135,
Docket No. APHIS-2007-0095) a
proposal ! to amend the regulations by
adding San Luis, AZ, as a port through
which cattle that have been infested
with fever ticks or exposed to fever ticks
or tick-borne diseases may be imported

1To view the proposed rule, supporting
documents, and the comments we received, go to
http://www.regulations.gov/fdmspublic/component/
main?main=DocketDetail&d=APHIS-2007-0095.

into the United States. A new facility for
the handling of animals is to be
constructed on the Mexican side of the
border at the port of San Luis, AZ, that
will be equipped with facilities
necessary for the chute inspection,
dipping, and testing that are required for
such cattle under the regulations. We
also proposed to amend the regulations
to remove provisions that limit the
admission of cattle that have been
infested with fever ticks or exposed to
fever ticks or tick-borne diseases to the
State of Texas. The statutory
requirement that limited the admission
of those cattle to the State of Texas has
been repealed. These changes were
intended to make an additional port of
entry available and relieve restrictions
on the movement of imported Mexican
cattle within the United States.

We solicited comments concerning
our proposal for 60 days ending March
31, 2008. We received 52 comments by
that date. They were from private
citizens, industry groups, and State
agriculture organizations.

Thirty-eight commenters supported
the proposed rule. Fourteen commenters
expressed concerns regarding the
proposed rule. The issues they raised
are discussed below.

One commenter objected to allowing
cattle infested with fever ticks to be
imported into the United States.

The regulations currently allow cattle
that have been exposed to splenetic,
southern, or tick fever, or that have been
infested with or exposed to fever ticks,
to be imported into the United States;
we proposed to allow their importation
through the port of San Luis. However,
the animals would have to meet the
requirements in the regulations for
inspection, dipping, and certification of
freedom from ticks before entering the
United States.

Many commenters expressed concern
that the opening of the new port at San
Luis may cause an increase in the
number of Mexican cattle imported into
the United States annually, particularly
because it would reduce the cost to ship
for some entities. The commenters also
stated that this increase could cause
financial harm to cattle ranchers in the
United States or damage the
international reputation of the U.S.
cattle industry. Several commenters
expressed concern with the risk
assessment, stating that its conclusion
that the rule would not increase risk
was based on a faulty assumption that
the new port would not lead to an
increase in the volume of cattle exports
from Mexico.

In response to these comments, we
have prepared an addendum to the risk

assessment,2 which gives additional
details regarding the reasons we do not
expect this rule to increase the number
of Mexican cattle imported into the
United States. As the addendum states,
increases or decreases in Mexican cattle
import volumes are due to a number of
factors, most importantly weather, the
financial situation of Mexican cattle
farmers, and the price of feeder cattle in
the southwestern United States. In
addition, although imports have
increased over time, the total export
market for Mexican cattle is not
expected to increase in the future
because the demand for domestic beef
within Mexico continues to increase.
Mexican beef calf exports are almost all
destined for the United States already.
Therefore, it is unlikely that Mexican
cattle producers will have a large
number of additional cattle available for
export to the United States.

In addition, even if the export market
were to increase, we would not expect
large numbers of cattle to enter the
United States through San Luis.
Currently, the majority of Mexican cattle
(about 80 percent) are destined for New
Mexico or Texas ports, with only a
small percentage (about 15 percent)
going to ports in more westerly States,
including Arizona and California. This
is because the mountainous terrain and
lack of well-developed roads running
east to west within Mexico make it
difficult for cattle from eastern States of
Mexico, where the majority of cattle are
produced, to utilize ports in more
westerly States within the U.S. If these
trends continue, we would expect the
bulk of the increase in Mexican cattle
imports to continue to enter through
New Mexico and Texas ports based on
proximity, cost, and convenience of
travel. The Mexican States that are
closest to the San Luis port and that
would, therefore, be most likely to use
the San Luis port are: Baja California
Norte, Baja California Sur, Nayarit,
Sinaloa, and Sonora. Because these five
Mexican States account for only about
14 percent of Mexican cattle production,
even if they were to increase their cattle
exports, it is unlikely that there will be
a significant increase in the number of
Mexican cattle exported to the United
States as a result of our opening the port
of San Luis to cattle that have been
exposed to splenetic, southern, or tick
fever, or that have been infested with or
exposed to fever ticks.

One commenter asked what impact
the proposed rule would have on the
price of cattle and beef.

2 See footnote 1 for the address to view the risk
assessment and the addendum to the risk
assessment.
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Since the amount of cattle entering
the United States from Mexico is not
expected to increase significantly as a
result of this final rule, cattle prices
should not be greatly affected. However,
some importers who have been
importing Mexican cattle into the
United States through ports in Texas
and New Mexico may save some
shipping costs by switching to the port
in San Luis. To the extent that these
savings on shipping costs are passed on
by brokers, consumers could see lower
prices.

Several commenters expressed
concern that allowing cattle to be
imported through the port at San Luis
would result in more Mexican cattle
moving to areas in the United States
conducive to tick establishment.

We expect most of the cattle that will
be imported through the port at San
Luis will be cattle that otherwise would
have been imported through Texas or
New Mexico ports, and not cattle that
would otherwise not have been
imported. Because brokers importing
cattle from Mexico usually supply cattle
to the same entities they have
previously dealt with, we do not expect
the U.S. destination of Mexican cattle to
change as a result of this rule. As stated
in the addendum to the risk assessment,
cattle imported through the port at San
Luis will most likely be bound for
California or other areas of Arizona
where non-exposed cattle and cattle not
previously infested with fever ticks and
found to be eligible for importation have
historically gone. Although there are
areas within Southern California that
may be conducive to fever tick
establishment, fever ticks within the
United States have been confined to
certain quarantined areas in Texas since
1943 despite continual importation of
Mexican cattle into the United States.

As stated previously, even if cattle
infested with fever ticks are presented
for importation, they would have to
meet the requirements in the regulations
for inspection, dipping, and certification
of freedom from ticks of any type before
entering the United States. Although
dipping cattle with acaricide is not
considered 100 percent effective against
ticks, these measures are the same
requirements for cattle entering at other
ports. Therefore, opening the port at San
Luis to Mexican cattle that have been
infested with fever ticks or exposed to
fever or tick-borne diseases does not
present an additional risk of
introduction and spread of fever ticks or
introduction and spread of tick fever.

Several commenters expressed
concern that the area around the
proposed San Luis port may also be

conducive to tick establishment if cattle
remain in the area.

As stated in the risk assessment, the
area surrounding the port of San Luis is
not suitable for the establishment of
fever ticks. This is because precipitation
levels in the area around the port are too
low to support the establishment of
fever ticks. While moisture from the
Colorado River and from private wells
in the area may create micro-habitats
that could increase the chance of
survival for fever ticks, cattle imported
through the port at San Luis are not
likely to remain near the port. Finally,
even if tick-infested cattle were
imported and did remain near the port
at San Luis, they, along with all other
cattle imported through the port, would
have been inspected, dipped, and
certified as free from ticks of any type
before entering the United States. As
stated previously, although not 100
percent effective against ticks, these are
the same requirements for cattle
entering at other ports. Therefore, there
is no additional risk of introduction and
spread of fever ticks or introduction and
spread of tick fever.

Two commenters stated that tick fever
outbreaks have occurred in areas of the
United States and Europe above the 36°
N line of latitude, which contradicts the
findings in the risk assessment. One of
these commenters asked that the risk
assessment be revised to address this
issue.

There has never been an outbreak of
fever ticks or tick fever within the
United States above the 36° N line of
latitude that has been conclusively
linked to cattle imported from Mexico.
As mentioned in the risk assessment,
the environment above the 36° N line of
latitude is not conducive for the
establishment of fever ticks, even in the
case that some ticks might make it
across the border. This is because fever
ticks thrive in tropical and subtropical
climates; at temperatures below 20 °C,
the reproductive ability of female ticks
appears to be impaired.

As noted by the commenter, tick fever
outbreaks have been reported in areas of
Europe above the 36° N line of latitude
(i.e., Finland, the Netherlands, Romania,
and Slovenia); however those outbreaks
were due to species of Babesia (Babesia
divergens and B. jakimovi) that are
transmitted via a different, non-
Boophilus species of tick (Ixodes
ricinus) capable of thriving in more
northern climates. Neither these Babesia
species nor this tick species are
indigenous to the United States,
although similar tick species such as I.
(dammini) scapularis and I. pacificus
are present that feed on deer and mice,
and are capable of spreading another

species of Babesia, B. microti. However,
unlike with other Babesia species that
cause tick fever, humans and not cattle
are the intermediate hosts for B. microti.

One commenter expressed concern
that the restriction limiting the
importation of cattle that have been
infested with fever ticks or exposed to
fever ticks or tick-borne diseases to the
State of Texas was lifted without
allowing for public comment.

As stated in the proposed rule, the
passage of the North American Free
Trade Agreement (NAFTA)
Implementation Act removed the
statutory provisions that limited the
importation of cattle only into the State
of Texas. Following the passage of the
NAFTA Implementation Act, our
permitting procedures were modified to
allow cattle that had been infested with
or exposed to fever ticks to be moved
from Mexico into States other than
Texas under the conditions described in
§93.427(b)(2). However, we did not
make a corresponding change in the
regulations to reflect the statutory
amendment. We sought to rectify this
error in this rulemaking, which also
allowed the public the opportunity to
comment on the removal of the
restriction.

Several commenters expressed
concern regarding acaricide-resistant
ticks present in Mexico. One commenter
suggested that we require Mexico to
standardize their tick treatment protocol
for exported cattle according to the
recommendations of the Binational Tick
Committee, which requires a 400 ppm
Amitraz immersion.

Although there is a concern about
acaricide-resistant ticks in Mexico, the
resistance has proven to be due to the
inappropriate use of acaricides. The
Mexican Government has developed a
pesticide resistance management
program to minimize the development
and spread of resistant tick populations.
We expect that these changes will
ensure that acaricides continue to be an
effective treatment for cattle imported
into the United States. Cattle from
Mexico are currently being treated with
at least a 400 ppm Amitraz treatment
before entering the United States.

Several commenters stated that the
Cattle Fever Tick Eradication Program
must be fully funded and implemented.

We will continue to seek full funding
of our tick eradication program and, in
the event of a fever tick outbreak, will
take appropriate action to eliminate the
outbreak.

One commenter asked if more
information was available about the
economic effects of the proposed rule on
small businesses. Another commenter
stated that a cost-benefit analysis should
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be conducted before the proposed rule
is finalized. One commenter stated that
our estimate of the costs of eradicating
ticks from infested herds is inadequate
because it is based on 2005 data and
because it did not include the costs of
replacing animals lost to tick fever.

The initial regulatory flexibility
analysis in the proposed rule provided
all the information that was available to
us regarding the potential economic
effects of the proposed rule on small
businesses. The cost data in the
regulatory flexibility analysis was based
on the most current data available at the
time of drafting. Although some of this
data might be from 2005, this does not
impact the regulatory flexibility
analysis. Despite the costs, we will
continue to use all the resources at our
disposal to prevent the introduction and
dispersal of tick fever into the United
States. Moreover, we note that there has
never been an outbreak of tick fever in
the United States that was conclusively
linked to Mexican-origin cattle.

One commenter expressed concern
that the United States could experience
lost export markets because it does not
follow World Organization of Animal
Health (OIE) guidelines with regard to
tick fever. In particular, the commenter
mentioned the OIE guidelines
recommending that a country limit its
imports to animals that have resided
since birth in a zone recognized as free
from tick fever or to animals that have
tested negative for tick fever in the
preceding month, and that have been
treated with an acaricide prior to
shipment.

In order for bovine babesiosis to
persist in cattle populations in the
United States, three factors must
simultaneously exist: Agent, host, and
environment. In the absence of all three
elements, it is still possible for disease
to be detected occasionally, but difficult
for the infection to persist in a
population. Fever ticks are currently
confined to quarantined areas within
Texas and movement restrictions are in
place to prevent the movement of cattle
from Mexico into the quarantined areas.
As stated in the risk assessment, in the
absence of vector ticks, tick-borne
diseases cannot be spread and,
therefore, will gradually disappear from
an infected herd. Therefore, even if an
animal was a carrier of tick fever,
because there are no vectors to transmit
the disease within the United States
outside of the quarantined areas and
because there are restrictions in place to
prevent the movement of Mexican cattle
into or through tick quarantine areas, it
is unlikely that tick fever would be
introduced and spread within the
United States. We are not aware of

having lost any export markets due to
not complying with OIE guidelines.
Moreover, we do not believe it is
necessary to limit U.S. cattle imports to
animals that have resided since birth in
a zone recognized as free from tick fever
or to those cattle that have tested
negative for tick fever prior to
importation.

Several commenters stated that the
prohibition on the movement of tick-
infested cattle into the area of Texas
quarantined for cattle tick fever must be
maintained.

We agree with the commenter, as we
are continuing eradication efforts in that
area of Texas. Therefore, this rule
continues the prohibition on the
movement from Mexico of tick-infested
cattle or cattle that have been exposed
to fever ticks or tick-borne diseases into
the quarantined areas of Texas.

Several commenters stated that
APHIS should work closely with
Mexico to ensure that new cattle-
handling facilities, including the port at
San Luis, AZ, are properly managed,
equipped, and funded to prevent the
spread of cattle fever ticks into the
United States and that port staff are
adequately trained. One commenter
stated that all port staff should be full-
time and that APHIS should conduct
regular reviews of procedures at the port
at San Luis, AZ.

All ports on the Mexican border are
staffed by APHIS as well as employees
of the Mexican Government, and APHIS
guidelines are in place to ensure
consistency and close coordination
between the two groups. In addition,
APHIS has standard operating
procedures in place that detail proper
tick inspection procedures. All ports are
staffed with full-time employees, and
port facility reviews are conducted on a
regular basis to make sure the facilities
themselves and the procedures they
employ are adequate to prevent the
introduction of cattle fever ticks into the
United States. The San Luis port, like all
other ports that handle Mexican cattle,
will undergo an inspection and
approval process prior to being opened
for trade.

Therefore, for the reasons given in the
proposed rule and in this document, we
are adopting the proposed rule as a final
rule, without change.

Effective Dates

This is a substantive rule that relieves
restrictions and, pursuant to the
provisions of 5 U.S.C. 553, may be made
effective less than 30 days after
publication in the Federal Register.

Immediate removal of the provision in
§93.427(b) that limited the admission of
certain Mexican-origin cattle to parts of

Texas will make our regulations
consistent with the NAFTA
Implementation Act and with our
permitting procedures, which were
modified following the passage of the
NAFTA implementation Act.

However, we are delaying,
indefinitely, the effective date of the
addition of San Luis, AZ, to the list in
§93.427(b) of ports through which cattle
that have been infested with fever ticks
or exposed to fever ticks or tick-borne
diseases may be imported from Mexico,
pending construction of new facilities
and APHIS inspection of those facilities
to confirm that they are properly
equipped to allow for the necessary
chute inspection, dipping, and testing of
cattle.

Executive Order 12866 and Regulatory
Flexibility Act

This final rule has been reviewed
under Executive Order 12866. The rule
has been determined to be not
significant for the purposes of Executive
Order 12866 and, therefore, has not
been reviewed by the Office of
Management and Budget.

In accordance with 5 U.S.C. 604, we
have performed a final regulatory
flexibility analysis, which is set out
below, regarding the economic effects of
this rule on small entities.

For the purpose of this analysis, and
following Small Business
Administration (SBA) guidelines, the
potentially affected entities are
classified as Beef Cattle Ranching and
Farming (North American Industry
Classification System 112111). By SBA
standards, farms in this category are
considered small if annual receipts are
not more than $750,000. According to
the 2002 Census of Agriculture, of the
664,431 beef cattle farms, 659,009, or 99
percent, had annual receipts of less than
$500,000 and are therefore considered
small. Cattle imported into the United
States from Mexico are generally
purchased by stocker operations before
they are shipped to feedlots. While there
is no economic information available on
the number, size, or distribution of the
stocker operations, it is reasonable to
assume they are small given that 99
percent of beef cattle ranches and farms
in general are small entities.

From 2000 to 2006, an average of
45,258 cattle per year entered through
the port of San Luis, Arizona.?
Historically, 80 percent of U.S. cattle
imports from Mexico have gone to Texas
and New Mexico. Between 2003 and
2008, over 6.5 million cattle entered the
United States from Mexico at various

3 Source: Centers for Epidemiology and Animal
Health Import Tracking System.
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ports. The ports with the largest volume
of cattle imports between 1994 and 2003
were Santa Teresa/El Paso (26.64
percent), Presidio (18.12 percent), and
Nogales (14.24 percent). Only 5.95
percent of U.S. cattle imports from
Mexico came through San Luis.4 To
date, the San Luis port has only
received 8,000 head of cattle in 2008. As
mentioned in the addendum to the risk
assessment, San Luis’ western location
makes it inconvenient, and therefore
unlikely, that there will be a major shift
in cattle movements from existing ports
in Texas and New Mexico.

Any positive effects of the rule for
small entities in the San Luis area, such
as increased volumes of business for
firms that transport cattle, are expected
to be largely matched by business
declines for firms operating from the
Texas and New Mexico ports. Cattle
importers who find it advantageous to
use the San Luis port will be positively
affected. There may also be positive
effects at the Texas and New Mexico
ports if the diversion of imports to San
Luis of cattle that have been infested
with fever ticks or exposed to fever ticks
or tick-borne diseases reduces
operational delays when the demand for
imports is beyond the capacity of those
border facilities; however, APHIS has no
information on whether such periods of
insufficient capacity have occurred, and
if so, how frequently.

The final rule will increase the
number of cattle operations allowed to
receive cattle from Mexico that have
been infested with fever ticks or
exposed to fever ticks or tick-borne
diseases. A larger number of more
widely distributed U.S. entities will be
afforded the opportunity to benefit from
importing these cattle. Establishment of
San Luis, AZ, as a port of entry for cattle
from Mexico that have been infested
with fever ticks or exposed to fever ticks
or tick-borne diseases will also make
these cattle more readily accessible for
entities to the west of Texas; transport
costs from the port of entry will be
lower because the cattle will be moved
over shorter distances.

The Mexican Government has
requested that a land-border port be
established on the Mexico-Arizona
border to move cattle that have been
infested with fever ticks or exposed to
fever ticks or tick-borne diseases from
Mexico to the United States. APHIS has
determined that with the construction of
new facilities at the port of San Luis,
this request can be satisfied given that
the new port will be equipped to handle

4 Source: Live cattle imports by Port of Entry from
Mexico into the United States: Data and Models,
New Mexico State University, August 2005.

cattle that have been infested with fever
ticks or exposed to fever ticks or tick-
borne diseases. The potential impacts
for affected U.S. cattle operations, most
of which are small entities, are expected
to be positive. This rule does not
contain any new reporting,
recordkeeping, or compliance
requirements. There are no significant
alternatives to the rule that will
accomplish the stated objectives.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule: (1) Preempts
all State and local laws and regulations
that are in conflict with this rule; (2) has
no retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This final rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping requirements.

m Accordingly, we are amending 9 CFR
part 93 as follows:

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, FISH AND
POULTRY, AND CERTAIN ANIMAL,
BIRD, AND POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

m 1. The authority citation for part 93
continues to read as follows:
Authority: 7 U.S.C. 1622 and 8301-8317;

21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

m 2. Section 93.427 is amended,
effective January 2, 2009 by revising
paragraph (b)(2) to read as follows:

§93.427 Cattle from Mexico.
* * * * *

(b) * % %

(2) Cattle that have been exposed to
splenetic, southern, or tick fever, or that
have been infested with or exposed to
fever ticks, may be imported from
Mexico for admission into the United
States, except into areas of Texas
quarantined because of said disease or
tick infestation as specified in § 72.5 of
this chapter, either at one of the land
border ports in Texas listed in
§93.403(c) or at the port of Santa

Teresa, NM, provided that the following
conditions are strictly observed and
complied with:

(i) The cattle shall be accompanied by
a certificate issued in accordance with
§93.405(a), and showing that the
veterinarian issuing the certificate has
inspected the cattle and found them free
from fever ticks and any evidence of
communicable disease, and that, as far
as it has been possible to determine,
they have not been exposed to any such
disease, except splenetic, southern, or
tick fever, during the 60 days
immediately preceding their movement
to the port of entry.

(ii) The cattle shall be shown by a
certificate issued in accordance with
§93.405(a) to have been dipped in a
tickicidal dip within 7 to 12 days before
being offered for entry.

(iii) The importer, or his or her duly
authorized agent, shall first execute and
deliver to an inspector at the port of
entry an application for inspection and
supervised dipping wherein he or she
shall agree to waive all claims against
the United States for any loss or damage
to the cattle occasioned by or resulting
from dipping, or resulting from the fact
that they are later found to be still tick
infested; and also for all subsequent loss
or damage to any other cattle in the
possession or control of such importer
which may come into contact with the
cattle so dipped.

(iv) The cattle when offered for entry
shall receive a chute inspection by an
inspector. If found free from ticks they
shall be given one dipping in one of the
permitted dips listed in § 72.13(b) of
this chapter under the supervision of an
inspector 7 to 14 days after the dipping
required by paragraph (b)(2)(ii) of this
section. The selection of the permitted
dip to be used will be made by the port
veterinarian in each case. If found to be
infested with fever ticks, the entire lot
of cattle shall be rejected and will not
be again inspected for entry until 10 to
14 days after they have again been
dipped in the manner provided by
paragraph (b)(2)(ii) of this section.

(v) The conditions at the port of entry
shall be such that the subsequent
movement of the cattle can be made

without exposure to fever ticks.
* * * * *

m 3. Section 93.427 is further amended,
with an effective date pending further
notice, by revising paragraph (b)(2)
introductory text to read as follows:

§93.427 Cattle from Mexico.
* * * * *

(b) * *x %

(2) Cattle that have been exposed to
splenetic, southern, or tick fever, or that
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have been infested with or exposed to
fever ticks, may be imported from
Mexico for admission into the United
States, except into areas of Texas
quarantined because of said disease or
tick infestation as specified in § 72.5 of
this chapter, either at one of the land
border ports in Texas listed in
§93.403(c) or at the port of Santa
Teresa, NM, provided that the following
conditions are strictly observed and

complied with:
* * * * *

Done in Washington, DC, this 22nd day of
December 2008.

Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. E8-31212 Filed 12—31-08; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

[Docket No. FDA-2008—-N-0039]

New Animal Drugs for Use in Animal
Feeds; Tiamulin

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of two supplemental new

removal of a 250-pound weight
restriction and the addition of a
reproductive caution statement to
labeling of tiamulin medicated feeds
used for the treatment or control of
certain bacterial enteric diseases in
swine.

DATES: This rule is effective January 2,
2009.

FOR FURTHER INFORMATION CONTACT:
Cindy L. Burnsteel, Center for
Veterinary Medicine (HFV—130), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 240-276—
8341, e-mail:
cindy.burnsteel@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Novartis
Animal Health US, Inc., 3200 Northline
Ave., suite 300, Greensboro, NC 27408,
filed a supplement to NADA 139-472
for DENAGARD (tiamulin) Medicated
Premixes used for the treatment or
control of certain bacterial enteric
diseases in swine. Novartis Animal
Health US, Inc., also filed a supplement
to NADA 141-011 for the use of
DENAGARD (tiamulin) Medicated
Premixes and Chlortetracycline Type A
medicated articles to manufacture 2-way
combination drug medicated swine
feeds used for the treatment or control
of certain bacterial enteric diseases. The
supplemental NADAs provide for
removal of a 250-pound weight
restriction and the addition of a
reproductive caution statement to
labeling. The supplemental NADAs are
approved as of December 9, 2008, and
21 CFR 558.600 is amended to reflect
the approval.

information. Therefore, a freedom of
information summary is not required.

The agency has determined under 21
CFR 25.33 that these actions are of a
type that do not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801 808.

List of Subjects in 21 CFR Part 558

Animal drugs, animal feeds.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

m 1. The authority citation for 21 CFR
part 558 continues to read as follows:
Authority: 21 U.S.C. 360b, 371.

m 2.In §558.600, revise paragraphs
(d)(2) and (e)(1)(i) to read as follows:

§558.600 Tiamulin.

* * * * *

(d) * *x %

(2) The effects of tiamulin on swine
reproductive performance, pregnancy,
and lactation have not been determined.

animal drug applications (NADAs) filed Approval of these supplemental * * * * *
by Novartis Animal Health US, Inc. The NADAs did not require review of (e) * * =
supplemental NADAs provide for additional safety or effectiveness data or (1) * * =
Tiamulinté;r:ams PET | Combination in grams per ton Indications for use Limitations Sponsor
(1) 10 i | e For increased rate of weight gain | Feed continuously as the sole 058198
and improved feed efficiency. ration. Not for use in swine
weighing over 250 pounds.
* * * * *

Dated: December 22, 2008.
Steven D. Vaughn,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. E8-31128 Filed 12—31-08; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 866
[Docket No. FDA-2008-N-0517]
Medical Devices; Immunology and

Microbiology Devices; Classification of
Enterovirus Nucleic Acid Assay

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is classifying
enterovirus nucleic acid assay into class
II (special controls). The special control
that will apply to the device is the
guidance document entitled “Class II
Special Controls Guidance Document:
Nucleic Acid Amplification Assay for
the Detection of Enterovirus RNA”
(ribonucleic acid). The agency is
classifying the device into class II
(special controls) in order to provide a
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reasonable assurance of safety and
effectiveness of the device. Elsewhere in
this issue of the Federal Register, FDA
is announcing the availability of the
guidance document that will serve as
the special control for this device.
DATES: This final rule is effective
February 2, 2009. The classification was
effective March 16, 2007.

FOR FURTHER INFORMATION CONTACT: Uwe
Scherf, Center for Devices and
Radiological Health (HFZ-440), Food
and Drug Administration, 2098 Gaither
Rd., Rockville, MD 20850, 240-276—
0725.

SUPPLEMENTARY INFORMATION:

I. What is the Background of This
Rulemaking?

In accordance with section 513(f)(1) of
the Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 360c(f)(1)),
devices that were not in commercial
distribution before May 28, 1976, the
date of enactment of the Medical Device
Amendments of 1976 (the amendments),
generally referred to as postamendments
devices, are classified automatically by
statute into class III without any FDA
rulemaking process. These devices
remain in class III and require
premarket approval, unless and until
the device is classified or reclassified
into class I or II, or FDA issues an order
finding the device to be substantially
equivalent, in accordance with section
513(i) of the act, to a predicate device
that does not require premarket
approval. The agency determines
whether new devices are substantially
equivalent to predicate devices by
means of premarket notification
procedures in section 510(k) of the act
(21 U.S.C. 360(k)) and part 807 (21 CFR
part 807).

Section 513(f)(2) of the act provides
that any person who submits a
premarket notification under section
510(k) of the act for a device that has not
previously been classified may, within
30 days after receiving an order
classifying the device in class III under
section 513(f)(1), request FDA to classify
the device under the criteria set forth in
section 513(a)(1). FDA shall, within 60
days of receiving such a request, classify
the device by written order. This
classification shall be the initial
classification of the device. Within 30
days after the issuance of an order
classifying the device, FDA must
publish a notice in the Federal Register
announcing such classification (section
513(f)(2) of the act).

In accordance with section 513(f)(1) of
the act, FDA issued an order on March
9, 2007, classifying the Xpert EVTM
Assay as class III, because it was not

substantially equivalent to a device that
was introduced or delivered for
introduction into interstate commerce
for commercial distribution before May
28, 1976, or a device that was
subsequently reclassified into class I or
class II. Cepheid submitted a petition
dated March 9, 2007, requesting
classification of the Xpert EVTM Assay
under section 513(f)(2) of the act. FDA
filed the petition on March 12, 2007.
The manufacturer recommended that
the device be classified into class II.

In accordance with section 513(f)(2) of
the act, FDA reviewed the petition in
order to classify the device under the
criteria for classification set forth in
section 513(a)(1) of the act. Devices are
to be classified into class II if general
controls, by themselves, are insufficient
to provide reasonable assurance of
safety and effectiveness, but there is
sufficient information to establish
special controls to provide reasonable
assurance of the safety and effectiveness
of the device for its intended use. After
review of the information submitted in
the petition, FDA determined that the
Xpert EVIM Agsay can be classified in
class II with the establishment of special
controls. FDA believes these special
controls, in addition to general controls,
will provide reasonable assurance of
safety and effectiveness of the device.

The device is assigned the generic
name ‘‘enterovirus nucleic acid assay.”
It is identified as a device that consists
of primers, probes, enzymes, and
controls for the amplification and
detection of enterovirus RNA in
cerebrospinal fluid (CSF) from
individuals who have signs and
symptoms consistent with meningitis or
meningoencephalitis. The detection of
enterovirus RNA, in conjunction with
other laboratory tests, aids in the
clinical laboratory diagnosis of viral
meningitis caused by enterovirus.

Failure of nucleic acid assays for
detection of enterovirus RNA to perform
as expected, or failure to interpret
results correctly, may lead to incorrect
patient management decisions. A false
negative report could lead to delays in
providing (or even failure to provide) a
definitive diagnosis, and the
unnecessary treatment of the patient
with antibiotics. A false positive report
could lead to a delayed treatment of
bacterial meningitis or other forms of
meningitis. This delayed treatment due
to a false positive result could cause
progression of potentially life-
threatening bacterial meningitis with
subsequent severe morbidity to the
patient and potentially even patient
death. Device failure leading to no result
(for example, due to failure of reagents,
instrumentation, data management, or

software) or an invalid or equivocal
result could delay diagnosis, and could
require an additional collection of CSF
fluid, a procedure that is associated
with the risk of infection. Furthermore,
the appearance of new serotypes of
enterovirus may affect the performance
of an enterovirus nucleic acid
amplification assay for the detection of
enterovirus RNA in CSF specimens.
Primers and probes for detection of
enteroviruses are selected for their
homology with highly conserved
regions within viral RNA segments that
are present in most enterovirus
serotypes. Primers and probes might not
detect new serotypes that appear over
time. In addition, test performance can
be affected, as the epidemiology and
pathology of disease caused by the new
enterovirus serotypes could change.

FDA believes tﬁe class II specia
controls guidance document will aid in
mitigating potential risks by providing
recommendations on labeling and
validation of performance
characteristics. The guidance document
also provides information on how to
meet premarket (510(k)) submission
requirements for the device. FDA
believes that following the class II
special controls guidance document
generally addresses the risks to health
identified in the previous paragraph.
Therefore, on March 16, 2007, FDA
issued an order to the petitioner
classifying the device into class II. FDA
is codifying this classification by adding
§866.3225.

Following the effective date of this
final classification rule, any firm
submitting a 510(k) premarket
notification for an enterovirus nucleic
acid assay will need to address the
issues covered in the special controls
guidance. However, the firm need only
show that its device meets the
recommendations of the guidance, or in
some other way provides equivalent
assurance of safety and effectiveness.

Section 510(m) of the act provides
that FDA may exempt a class II device
from the premarket notification
requirements under section 510(k) of the
act, if FDA determines that premarket
notification is not necessary to provide
reasonable assurance of the safety and
effectiveness of the device. For this type
of device, however, FDA has
determined that premarket review of the
system’s key performance
characteristics, test methodology,
labeling, and other requirements as
outlined in § 807.87, will provide
reasonable assurance that acceptable
levels of performance for both safety
and effectiveness will be addressed
before marketing clearance. Thus,
persons who intend to market this type
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of device must submit to FDA a
premarket notification, prior to
marketing the device, which contains
information about the gene expression
profiling test system for breast cancer
prognosis they intend to market.

II. What is the Environmental Impact of
This Rule?

The agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

III. What is the Economic Impact of
This Rule?

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is not a
significant regulatory action as defined
by the Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because classification of this
device type into class II will relieve
manufacturers of the device of the cost
of complying with the premarket
approval requirements of section 515 of
the act (21 U.S.C. 360e), and may permit
small potential competitors to enter the
marketplace by lowering their costs, the
agency certifies that the final rule will
not have a significant economic impact
on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $130
million, using the most current (2007)
Implicit Price Deflator for the Gross

Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

IV. Does This Final Rule Have
Federalism Implications?

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. Section 4(a)
of the Executive order requires agencies
to “construe *** a Federal statute to
preempt State law only where the
statute contains an express preemption
provision or there is some other clear
evidence that the Congress intended
preemption of State law, or where the
exercise of State authority conflicts with
the exercise of Federal authority under
the Federal statute. Federal law includes
an express preemption provision that
preempts certain state requirements
‘“different from, or in addition to”
certain federal requirements applicable
to devices. See 21 U.S.C. 360k;
Medtronic v. Lohr, 518 U.S. 470 (1996);
Riegel v. Medtronic, 128 S.Ct. 999
(2008).

In this rulemaking, FDA has
determined that general controls by
themselves are insufficient to provide
reasonable assurance of the safety and
effectiveness of the device, and that
there is sufficient information to
establish special controls to provide
such assurance. FDA has therefore
imposed a special control to address the
amplification and detection of
enterovirus RNA in CSF from
individuals who have signs and
symptoms consistent with meningitis or
meningoencephalitis. The detection of
enterovirus RNA, in conjunction with
other laboratory tests, aids in the
clinical laboratory diagnosis of viral
meningitis caused by enterovirus.

As with any Federal requirement, if a
State law requirement makes
compliance with both Federal law and
State law impossible, or would frustrate
Federal objectives, the State
requirement would be preempted. See
Geier v. American Honda Co., 529 U.S.
861, (2000); English v. General Electric
Co., 496 U.S. 72, 79 (1990), Florida Lime
& Avocado Growers, Inc., 373 U.S. 132,
142-143 (1963); Hines v. Davidowitz,
312 U.S. 52, 67 (1941).

V. How Does This Rule Comply With
the Paperwork Reduction Act of 1995?

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 is not required. Elsewhere
in this issue of the Federal Register,
FDA is issuing a notice announcing the
guidance for the final rule. This

guidance entitled ““Class II Special
Controls Guidance Document: Nucleic
Acid Amplification Assay for the
Detection of Enterovirus RNA”
references previously approved
collections of information found in FDA
regulations.

VI. What References Are on Display?

The following reference has been
placed on display in the Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852,
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. Petition from Cepheid, dated March 9,
2007.

List of Subjects in 21 CFR Part 866

Biologics, Laboratories, Medical
devices.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 866 is
amended as follows:

PART 866—IMMUNOLOGY AND
MICROBIOLOGY DEVICES

m 1. The authority citation for 21 CFR
part 866 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360,
360j, 371.

m 2. Section 866.3225 is added to
subpart D to read as follows:

§866.3225 Enterovirus nucleic acid assay.

(a) Identification. An enterovirus
nucleic acid assay is a device that
consists of primers, probes, enzymes,
and controls for the amplification and
detection of enterovirus ribonucleic acid
(RNA) in cerebrospinal fluid (CSF) from
individuals who have signs and
symptoms consistent with meningitis or
meningoencephalitis. The detection of
enterovirus RNA, in conjunction with
other laboratory tests, aids in the
clinical laboratory diagnosis of viral
meningitis caused by enterovirus.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance document entitled “Class II
Special Controls Guidance Document:
Nucleic Acid Amplification Assay for
the Detection of Enterovirus RNA.” See
§ 866.1(e) for the availability of this
guidance document.

Dated: December 16, 2008.
Daniel G. Schultz,

Director, Center for Devices and Radiological
Health.

[FR Doc. E8—31213 Filed 12—31-08; 8:45 am)]
BILLING CODE 4160-01-S
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AGENCY FOR INTERNATIONAL
DEVELOPMENT

22 CFR Part 215
RIN 0412-AA61

Privacy Act of 1974, Implementation of
Exemptions

AGENCY: United States Agency for
International Development.

ACTION: Final rule.

SUMMARY: The United States Agency for
International Development (USAID) has
established a new system of records (see
72 FR 39042) pursuant to the provisions
of the Privacy Act of 1974 (5 U.S.C.
552a), entitled the “Partner Vetting
System”. USAID published a proposed
rule on July 20, 2007 (see 72 FR 39769)
and is issuing this final rule after
thorough review of all comments and
suggestions received by the Agency
through the public notice process and
outreach sessions held for interested
individuals. The final rule exempts
portions of this system of records from
one or more provisions of the Privacy
Act. The decision as to whether to
implement PVS will be made by the
incoming Obama Administration.

DATES: This final rule will go into effect
February 2, 2009.

FOR FURTHER INFORMATION CONTACT:

Jeff Denale, Coordinator for
Counterterrorism, Office of Security,
United States Agency for International
Development, Ronald Reagan Building,
1300 Pennsylvania Avenue, NW.,
Washington, DC 20523, telephone: (202)
712-1264.

SUPPLEMENTARY INFORMATION:
A. Background

In accordance with the Privacy Act of
1974, 5 U.S.C. 552a, USAID established
a new system of records (see 72 FR
39042), entitled the “Partner Vetting
System” (PVS). The PVS would support
the vetting of individuals and directors,
officers, or other principal employees of
non-governmental organizations (NGOs)
who apply for USAID contracts, grants,
cooperative agreements, or other
funding and of NGOs who apply for
registration with USAID as Private and
Voluntary Organizations. The
information collected for these
individuals would be used to conduct
screening to ensure USAID funds and
USAID-funded activities are not
purposefully or inadvertently used to
provide support to entities or
individuals deemed to be a risk to
national security. As these individuals
and organizations are neither employees
of USAID or job applicants for jobs with

USAID, nor would they be eligible for
or require security clearances,
traditional employment or security
clearance investigative mechanisms are
not authorized or appropriate for the
stated purposes.

USAID will exempt portions of the
PVS from certain provisions of the
Privacy Act and add the PVS to 22 CFR
215.13, General Exemptions, and 22
CFR 215.14, Specific Exemptions.
USAID requires this exemption from the
Privacy Act in order to protect
information, recompiled from records of
other government agencies and related
to investigations, from disclosure to
subjects of investigations and to protect
classified information related to the
government’s national security
programs. Specifically, the exemptions
are required to preclude subjects of
investigations from frustrating the
investigative process; to avoid
disclosure of investigative techniques;
protect the identities and physical safety
of confidential informants and of law
enforcement personnel; ensure the
ability of USAID’s Office of Security to
obtain information from third parties
and other sources; protect the privacy of
third parties; and safeguard classified
information.

Aside from the specific protections
afforded classified information, USAID
must also protect the names of
organizations and individuals within
any classified systems associated with
the PVS that mistakenly become
recompiled into the non-classified
USAID system. Nondisclosure of this
information protects the government’s
operational counterterrorism and
counterintelligence missions, as well as
the personal safety of those involved in
counterterrorism investigations.

B. Summary of the Final Rule

The final rule issued by USAID
generally exempts portions of the PVS
which qualify from:

Accounting of Certain Disclosures.

Access to Records.

Agency Maintenance, Collection, and
Notification Requirements.

Agency Rulemaking Requirements
Relating to Notification,
Accounting, and Access.

Civil Remedies.

Right of Legal Guardians.

These exemptions are necessary to
insure the proper functioning of the law
enforcement activity, to protect
confidential sources of information, to
fulfill promises of confidentiality, to
maintain integrity of the law
enforcement procedures, to avoid
premature disclosure of the knowledge
of criminal activity and the evidentiary

basis of possible enforcement actions, to
prevent interference with law
enforcement proceedings, to avoid the
disclosure of investigative techniques,
to avoid endangering law enforcement
personnel, to maintain the ability to
obtain candid and necessary
information, to fulfill commitments
made to sources to protect the
confidentiality of information, to avoid
endangering these sources, and to
facilitate proper selection or
continuance of the best applicants or
persons for a given position or contract.
Although USAID is not a law
enforcement or intelligence agency, the
mandate to ensure USAID funding is not
purposefully or inadvertently used to
provide support to entities or
individuals deemed to be a risk to
national security necessarily requires
coordination with law enforcement and
intelligence agencies as well as use of
their information. Use of these agencies’
information necessitates the conveyance
of these other systems’ exemptions to
protect the information as stated.

The final rule issued by USAID
specifically exempts portions of the PVS
which qualify from:

Accounting of Certain Disclosures.

Access to Records.

Agency Maintenance, Collection, and
Notification Requirements.

Agency Rulemaking Requirements
Relating to Notification,
Accounting, and Access.

These exemptions are claimed to
protect the materials required by
executive order to be kept secret in the
interest of national defense or foreign
policy, to prevent subjects of
investigation from frustrating the
investigatory process, to insure the
proper functioning and integrity of law
enforcement activities, to prevent
disclosure of investigative techniques,
to maintain the ability to obtain candid
and necessary information, to fulfill
commitments made to sources to protect
the confidentiality of information, to
avoid endangering these sources, and to
facilitate proper selection or
continuance of the best applicants or
persons for a given position or contract.

C. Rulemaking History

On July 20, 2007, USAID published a
proposed rule in the Federal Register
(72 FR 39769) exempting portions of the
PVS which originate with government
departments and agencies other than
USAID from sections of the Privacy Act
of 1974. Interested individuals were
given 60 days to comment on the
proposed rule. During the 60-day
comment period, USAID received more
than 175 comments from respondents.



10 Federal Register/Vol.

74, No. 1/Friday, January 2, 2009/Rules and Regulations

The respondents included NGOs,
academic institutions, private
companies, public interest groups, and
interested individuals.

This final rule amends 22 CFR 215.13
and 215.14 to exempt the PVS from
certain requirements under the Privacy
Act. Prior to issuing this final rule,
USAID has carefully considered
program requirements, respondent
comments, and national security and
foreign policy impacts.

D. Discussion of Comments
Demonstrated Need for PVS

Many of the organizations that
submitted comments suggested that
since there is no evidence that USAID
funds are flowing to terrorist
organizations through NGOs, there is no
need for a vetting system. Support for
this proposition was based, in part, on
the assertion that the Office of Inspector
General (OIG) at USAID, in its Semi-
Annual Reports to Congress on USAID’s
program for West Bank and Gaza, has
stated that there has been no finding of
terrorist organizations receiving USAID
funds under that program. USAID notes,
however, that in its November 6, 2007
audit report of USAID’s anti-terrorism
vetting procedures, the OIG
recommended that USAID should
develop and implement a worldwide
anti-terrorism vetting program to
include both U.S. and non-U.S.-based
partners.

USAID is the Executive Branch
agency primarily responsible for
implementing the bilateral foreign
assistance program of the United States.
USAID relies heavily upon U.S. and
foreign NGOs in implementing
international assistance, education and
other programs in furtherance of U.S.
foreign policy, humanitarian,
international relations, and national
security interests and objectives.

Consistent with applicable law and
agency policy, USAID has taken a
number of steps, when implementing
the U.S. foreign assistance program, to
help ensure that agency funds and other
resources do not inadvertently benefit
individuals or entities that are terrorists,
supporters of terrorists or affiliated with
terrorists. Specifically, USAID has taken
the actions described below.

In March 2002, USAID issued
Acquisition and Assistance Policy
Directive (AAPD) 02—-04. AAPD 02-04
required all USAID solicitations and
contracts, Annual Program Statements
or Requests for Applications and grants
or cooperative agreements, or other
comparable documents issued by
USAID to contain a clause reminding
the Agency’s contractor and grantee

partners of U.S. Executive Orders (such
as Executive Order 13224) and U.S. law
prohibiting transactions with, and the
provision of resources and support to,
individuals and organizations
associated with terrorism. This
requirement subsequently has been
incorporated into USAID’s Automated
Directives System (ADS).

In December 2002, USAID issued
AAPD 02-19 (as revised, now AAPD
04-14), which requires USAID
agreement officers to obtain a terrorist
financing certification from both U.S.
and non-U.S. NGOs before the NGO
would be eligible to receive an award of
a grant or cooperative agreement. The
purpose of the certification is to provide
USAID with assurances that it is not
entering into an assistance agreement
with an organization that provides or
has provided assistance to terrorists or
for terrorist activity.

In November 2005, USAID issued
Procurement Executive’s Bulletin No.
2005-12, reminding contracting officers
and agreement officers of their
responsibilities to perform due diligence
in ensuring that organizations receiving
contracts, grants and cooperative
agreements are eligible for these awards
in accordance with Federal statutes and
policy. Among other things, that
Bulletin reminds contracting officers
and agreement officers of their
responsibility, before making an award,
of checking the master list of specially
designated nationals and blocked
persons maintained by the Office of
Foreign Assets Control (OFAC) within
the U.S. Department of the Treasury.

USAID recognizes, however, that
merely checking names against the
OFAC master list and requiring self-
certification may not constitute
adequate due diligence in certain
situations. In its terrorist financing
certification, USAID discusses the need
for applicants for USAID funds also to
check the list maintained by the United
Nations’ 1267 Committee, the need to
take into account their own knowledge
and the need to take into account
relevant public information that is
reasonably available. Similarly, in the
U.S. Department of the Treasury Anti-
Terrorist Financing Guidelines:
Voluntary Best Practices for U.S.-Based
Charities, it is noted that, “while the
[OFAC-maintained] List is a critically
important compliance tool that can
assist charities in meeting their legal
obligations under the variety of
sanctions programs that OFAC
administers, it should only form one
part of a charitable organization’s
broader risk-based approach to protect
against the risks of terrorist abuse.”

Accordingly, to complement its
requirements for terrorist financing
clauses, terrorist financing
certifications, and review of public lists
of designated groups and individuals,
USAID proposes implementation of the
PVS. The decision as to whether to
implement PVS will be made by the
incoming Obama Administration.

There have been allegations in the
media and within the Executive and
Legislative Branches that USAID funds
may have gone (i) to organizations in
West Bank and Gaza which are
controlled by Hamas or which otherwise
have ties to terrorist groups, (ii) to an
organization in Pakistan controlled by
an individual who was indicted based
on alleged ties with terrorists, and (iii)
to an organization in Bosnia controlled
by an individual about whom
derogatory information was reported.
Although none of these grant activities
resulted in assistance being furnished
directly to a designated individual or
entity, USAID believes that the
development of a comprehensive,
systematic, and automated vetting
system is essential to ensuring that
funds or other resources provided in the
future are not diverted to the control of
terrorists or terrorist organizations.

Moreover, whether or not any of the
allegations referred to above had a valid
basis in fact, USAID does not believe
that it should wait for hard proof that
our funds are actually flowing to
terrorists before implementing
additional safeguards to its anti-terrorist
financing program—even the suggestion
that our funds or resources are
benefiting terrorists is harmful to U.S.
foreign policy and U.S. national
interests.

Vetting conducted since 2001 for the
USAID West Bank and Gaza Mission has
already proven effective in preventing
USAID funds and materials from
flowing to foreign terrorist organizations
or groups or individuals associated with
such organizations. Individuals
involved in or otherwise associated with
terrorism have been specifically
identified through the West Bank and
Gaza vetting process. Without vetting,
USAID funds or materials could have
inadvertently been given to these
individuals or groups. In light of the fact
that the statutorily required vetting
currently being carried out for our West
Bank and Gaza programs has uncovered
derogatory information on some of the
applicants for USAID funds and
materials, a more comprehensive,
systematic, and automated vetting
process unquestionably will improve
the Agency’s due diligence and will
result in more effective methods to help
minimize the risk that USAID funds will
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be diverted to terrorists or for terrorist
purposes.

Statutory Basis for PVS

Some organizations suggested that,
with the exception of USAID programs
in West Bank and Gaza, there is no basis
in statute or Executive Order justifying
implementation of PVS.

The Foreign Assistance Act of 1961,
as amended (the “FAA”), provides the
President with broad discretion to set
terms and conditions in the area of
foreign policy. Specifically, numerous
sections of the FAA authorize the
President to furnish foreign assistance
““on such terms and conditions as he
may determine”. See, e.g., section 122 of
the FAA, which provides that, “[iln
order to carry out the purposes of this
chapter [i.e., development assistance],
the President is authorized to furnish
assistance, on such terms and
conditions as he may determine, to
countries and areas through programs of
grant and loan assistance, bilaterally or
through regional, multilateral, or private
entities.” Similarly, sections 103
through 106 of the FAA authorize the
President to furnish assistance, on such
terms and conditions as he may
determine, for agriculture, rural
development and nutrition; for
population and health (including
assistance to combat HIV/AIDS); for
education and human resources
development; and for energy, private
voluntary organizations, and selected
development activities, respectively.
The FAA also authorizes the President
to “make loans, advances, and grants to,
make and perform agreements and
contracts with, any individual,
corporation, or other body of persons,
friendly government or government
agency, whether within or without the
United States and international
organizations in furtherance of the
purposes and within the limitations of
this Act.”

These authorities have been delegated
from the President to the Secretary of
State and, pursuant to State Department
Delegation of Authority 293, from the
Secretary of State to the Administrator
of USAID. Agency delegations of
authority, in turn, delegate these
authorities from the Administrator to
Assistant Administrators, office
directors, Mission Directors, and other
Agency officials.

In providing foreign assistance, the
Administrator must take into account
relevant legal restrictions. For example,
the FAA requires that all reasonable
steps be taken to ensure that assistance
is not provided to or through
individuals who have been or are illicit
narcotics traffickers. Pursuant to annual

foreign operations appropriations acts,
assistance to foreign security forces
requires vetting to ensure that assistance
is not provided to units where there is
credible evidence that the unit
committed gross violations of human
rights. These vetting requirements now
have been incorporated into the FAA.
Restrictions in the FAA against
supporting terrorism or providing
assistance to terrorist states, as well as
restrictions in Title 18 of the United
States Code on the provision of support
or resources to terrorists, similarly
support a decision by the Administrator
of USAID to authorize terrorist
screening procedures.

In addition, the broad authority of the
FAA permits the Administrator of
USAID to consider a range of foreign
policy and national security interests in
determining how to provide foreign
assistance. The United States has a
strong foreign policy and national
security interest in ensuring that U.S.
assistance is not provided to or through
individuals or organizations that have
links to terrorists. This interest arises
both because of our concern about the
potential diversion of U.S. assistance to
other uses and also our interest in
ensuring that terrorist individuals and
groups do not garner the benefit of being
the distributor of U.S. assistance to
needy recipients in foreign countries.
The United States is an advocate of
strong anti-terrorism provisions and has
urged other nations to control the flow
of funds and support to terrorists. There
could be significant negative foreign
policy repercussions if it were
determined that the United States was
funding individuals and organizations
with ties to terrorists.

Further, Homeland Security
Presidential Directive/HSPD-6 states
that to protect against terrorism it is the
policy of the United States to (1)
develop, integrate, and maintain
thorough, accurate, and current
information about individuals known or
appropriately suspected to be or have
been engaged in conduct constituting, in
preparation for, in aid of, or related to
terrorism, and (2) use that information
as appropriate and to the full extent
permitted by law to support Federal
screening processes. HSPS—6 also
requires the heads of executive
departments and agencies to conduct
screening using Terrorist Information
(as defined therein) at all appropriate
opportunities. In accordance with
HSPD-11, USAID has identified NGO
applications for USAID funds as one of
the opportunities for which screening
could be conducted. Accordingly, use
by USAID of information contained in

USG terrorist databases, i.e., vetting, is
entirely consistent with HSPD-6.

Finally, legislative and Executive
Order prohibitions against furnishing
financial or other support to terrorists or
for terrorist related purposes, or against
engaging in transactions with
individuals or entities that engage in
terrorist acts, provide justification not to
award assistance if USAID already has
access to information showing that the
applicant for assistance is involved in
terrorism. Some of these prohibitions
can be found in Sections 2339A and
23398 of Title 18 of the United States
Code, Executive Order 12947, as
amended by Executive Order 13099,
Executive Order 13224, and Title VIII of
the USA Patriot Act. Accordingly,
USAID’s authority to conduct vetting is
implied from these authorities since, to
avoid violation of the authorities,
USAID must use some sort of screening.

Based upon all of the above, USAID
has concluded that it does indeed have
the legal authority to implement the
PVS.

Related comments suggested that
USAID could not implement PVS
without first obtaining a deviation from
the Office of Management and Budget
(OMB) in accordance with OMB
Circular A—110 and USAID Regulation
226 (22 CFR 226). OMB Circular A-110
governs the administration of grants and
cooperative agreements to institutions of
higher education, hospitals, and other
non-profit organizations. USAID
Regulation 226 implements OMB
Circular A-110. 22 CFR 226.1 provides
that USAID will not “impose additional
or inconsistent requirements, except
[through a deviation granted by OMB]

* * * or unless specifically required by
Federal statute or executive order.”

USAID has reviewed the comments
regarding Regulation 226 and has
concluded that a deviation from OMB is
not required. USAID has the freedom to
make suitability determinations
regarding applicants for grants and the
use of PVS is part of the suitability
determination process. Furthermore, the
Partner Information Form, published in
the Federal Register on October 2, 2007,
and approved by OMB on August 19,
2008, complies with 5 CFR 1320, OMB’s
regulations on controlling paperwork
burdens on the public, as required by 22
CFR 226.12, USAID’s regulatory
provision requiring compliance with
OMB, and supplements the Standard
Form 424 series.

Burden on Applicants

The most frequent concern expressed
in the comments received was that
providing information to USAID would
create an undue burden on
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organizations applying for U.S. funds in
terms of non-programmatic costs and
person hours. Organizations submitting
comments feared that detailed personal
information would have to be collected
from every director, board member,
officer and employee of an applicant, in
addition to information collected from
similar personnel of sub-recipients.
Concerns also were expressed about the
burden placed on USAID personnel who
will receive and process the information
provided.

It is contemplated that if the incoming
Obama Administration approves
implementation of PVS, it will be rolled
out in an orderly fashion, with initial
implementation for approximately four
programs worldwide. While USAID
believes that its Paperwork Reduction
Act estimate of the burden of the
proposed collection of information for
PVS is accurate, USAID would continue
to monitor implementation of PVS if it
is implemented to determine what the
burden on applicants actually will be
and to determine what operation of PVS
will cost USAID in terms of dollars and
in terms of personnel hours.

NGO partners can be assured that
USAID has no intention to vet hundreds
or thousands of employees for each
acquisition or assistance action. Review
of Mission Order No. 21, issued by
USAID’s Mission for West Bank and
Gaza to describe the Mission’s current
terrorist financing procedures, and the
recently approved Partner Information
Form, are instructive in this regard.

Under the definition of “‘key
individuals,” Mission Order No. 21 lists
only “principal” officers of an
organization’s governing body and only
“principal” officers of an organization,
as opposed to all of these officers. The
Mission reports that during the first ten
months that the Mission utilized a
database vetting system similar to that
proposed under PVS, vetting was
conducted only on an average of
approximately 3.2 key individuals per
organization. Based on the Mission’s
experience during that time period, a
typical organization would submit
information on 4 to 6 key individuals,
with the high range being 10 to 14 and
the low range (for sole proprietorships
or simple two-person partnerships)
being 1 to 2 persons. Moreover, under
those screening procedures, the initial
determination as to who would be
considered a “key individual” for a
particular activity, and thus will require
vetting, is left to the organization
applying for funds. After receiving the
information, the Mission then may
request clarification or, if appropriate,
go back to an organization to seek
information on additional individuals.

The Partner Information Form also
includes a section of instructions to
ensure that applicants are accurately
filling out the form and are not over-
reporting information that is
unnecessary. The form includes a
definition of “key individuals” that is
similar to the definition contained in
West Bank and Gaza Mission Order No.
21. It is expected that the numbers of
key individuals selected for vetting
under programs identified for initial
PVS implementation will be comparable
to the numbers cited above for West
Bank and Gaza program.

USAID does recognize that including
more complex and sophisticated U.S.
organizations into this mix may well
result in higher numbers and of course
this will be carefully monitored during
the early phases of PVS implementation
should PVS be approved for
implementation by the incoming Obama
Administration.

USAID’s NGO partners also
commented that individuals who serve
on the boards of NGOs typically are
distinguished and prominent
individuals who serve without
remuneration as a public service. In
addition, many NGOs also deploy
volunteers. Concerns were expressed
over the adverse effect that the proposed
PVS screening might have on these
prominent board members or on NGO
volunteers. Based on the West Bank and
Gaza procedures described above,
however, it may well be that neither the
NGO applicant nor USAID will consider
these prominent board members or
these volunteers as the type of
individual necessary to include in the
screening process.

USAID currently is developing
guidance and protocol for the initial
implementation of PVS, if approved,
and the Agency will monitor the
accompanying administrative burden on
our partners and on our staff throughout
the process. In the development of this
information, USAID is taking into
consideration experience, expertise and
results that the Mission for West Bank
and Gaza has obtained through more
than six years of vetting. Once the
guidance and protocol have been
developed, the Agency will share it with
our NGO partners and also provide
appropriate training for affected
applicant organizations.

Privacy Act and Due Process
Requirements

Comments received by USAID
expressed concern that implementation
of PVS would result in the creation of
files or databases of innocent people not
suspected of a crime and that sharing of
information between USAID and other

agencies not authorized to view private
information would violate the Privacy
Act. Concern also was expressed that
individuals and organizations would
not know their status in the PVS since
one of USAID’s Federal Register notices
states that USAID will not confirm or
deny that an individual “passed” or
“failed” screening. Comments received
asserted that this lack of due process
would result in loss of employment
and/or award of funds without effective
recourse. Finally, at least one
organization asserted that European
based NGOs might have problems
complying with PVS due to European
data protection regulations.

Throughout the design process of
PVS, USAID has been committed to
protecting national security while
complying with all administrative
requirements, and protecting all
privacy, civil liberty and other rights of
its NGO partners and their employees.
In that regard, the July 17, 2007 System
of Records Notice for the PVS does
include an appropriate routine use
allowed for under the Privacy Act,
permitting the sharing of information,
provided to USAID by applicants, with
the intelligence community for the
purposes of vetting following the
processes established by the PVS.

Information provided to USAID by
applicants will be transmitted to USAID
employees who will check that
information against one or more
databases maintained by the intelligence
community. Once checked, the
information provided by NGO partners
will be maintained in secure files, as
detailed in the Federal Register notices,
by and at USAID. Consistent with the
Privacy Act, all information submitted
on individuals and maintained in the
USAID system will be available for
those individuals to request, review and
correct. Intelligence community systems
will not retain information on
individuals where there is no match.

USAID will not deny an application
merely because there is an “encounter”
or positive match between information
provided by an applicant and
information maintained in a terrorism
database. Instead, USAID will “look
behind” that match, considering the
accuracy and severity of the
information, the reliability of the source,
corroboration, and other pertinent
matters before any decision is made
regarding an award. This review will
include assessment of the terrorist
information available in relevant
databases, consideration of information
provided by USAID Missions or U.S.
Embassies and any other relevant
information available to the Agency.
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USAID has been working closely with
the Department of Justice to ensure that
due process rights are incorporated into
PVS. Any decision communicated to an
applicant that award will not be made
as a result of PVS screening will be
accompanied by a reason for such
denial. Further, opportunity for review
of that decision will be afforded to the
denied applicant. The statement in
USAID’s rulemaking notice that USAID
will not “confirm or deny that an
individual ‘passed’ or ‘failed’ screening”
only pertains to the fact that USAID has
not been authorized to confirm
information maintained in terrorist
screening databases. This is to protect
the classified nature of information
maintained by the intelligence
community, preclude frustration of the
investigative process, avoid disclosure
of investigative techniques, and for
other reasons specified in our
rulemaking notice. Since, as stated
above, USAID award decisions will not
be based simply on a “match” between
information provided to USAID by an
applicant and information already
contained in a terrorism database,
refusal to acknowledge whether or not
there was a match should be of no
consequence for purposes of
implementation of PVS.

One European based agency
expressed concerns to the effect that
compliance with PVS requirements by
our European partners could result in
violation of EU privacy laws. More
specifically, the European based agency
suggested that article 25 of EU Directive
95/46/EC on Data Protection, designed
to protect the privacy rights of NGO
employees and other individuals, might
prohibit transfer to USAID of the
information requested under PVS. This
is because the “EU data protection
authorities do not generally regard the
United States as ensuring adequate
protection for personal data since the
United States does not have data
privacy laws similar to the European
regime.” The European based agency
also suggested that article 7 of the EU
Directive might pose problems for
compliance with PVS requirements.
That article prohibits the disclosure or
other processing of personal data except
where disclosure is necessary for
compliance with a legal obligation or in
other limited circumstances. Support for
this proposition is based on the SWIFT
opinion issued by EU data protection
authorities.

USAID has conducted a preliminary
legal review of these concerns. The
Agency does not believe that PVS
requirements violate article 7 of the EU
Directive since the information
proposed to be provided to USAID is

necessary for USAID to further
legitimate U.S. interests, i.e., ensuring
that U.S. funds are not diverted to
terrorists or used for terrorist purposes.
Pursuit of legitimate interests is one of
the stated exceptions to the prohibition
contained in article 7. USAID also does
not believe that fundamental rights or
freedoms of the data subjects will be
compromised through compliance with
PVS. In this regard, USAID does not
believe that the facts in the SWIFT
opinion are relevant to the national
security screening procedures
contemplated under PVS. In SWIFT,
financial information was collected and
then transferred to U.S. intelligence and
such transfer was accomplished without
notifying the affected individuals.
Neither of those actions is contemplated
by PVS.

Similarly, USAID does not believe
that article 25 of the EU Directive will
be violated as PVS is being designed to
provide more than “an adequate level of
protection.” For more information on
this point, see the response to data
security and other related concerns in
this final rule. In any event, USAID is
not inclined to ease or otherwise dilute
its information requirements because
European data protection authorities
possibly might view PVS as a system
that will not adequately protect
information provided.

Consultation With Partners

A number of organizations expressed
concern over the lack of prior
consultation between USAID and its
traditional implementing partners. In
particular, (i) the timing of the
publication of the PVS notices in the
Federal Register (mid-July) and (ii) the
statement in the Privacy Act System of
Records notice that the new system of
records would become effective on the
same date that comments on that notice
were due have generated questions
about USAID’s willingness to effectively
and transparently engage the NGO
community in a dialogue on PVS.

Administrative regulations prevented
USAID from discussing specifics of the
proposed PVS prior to publication of the
Federal Register notices. However, to
remedy this perceived oversight in
communication, USAID convened a
number of outreach sessions with its
NGO partners. Moreover, USAID
considered seriously all comments
submitted by the NGOs in response to
the four Federal Register notices, as
reflected in this final rule. In any event,
it should be pointed out that by no
means did USAID “slip” notice of the
proposed PVS into the Federal Register
in mid-summer to avoid meaningful
review and comment by the NGO

community. Publication of the PVS
notices was approved by USAID
leadership in April 2007. Following that
decision, USAID staff engaged in
consultations with OMB for several
months, discussing both procedural and
substantive aspects of the proposed PVS
and the required notices. In addition,
internal USAID procedures governing
publication of notices in the Federal
Register had to be followed, further
delaying publication. It was not until
July 2007 that all prerequisite steps for
publication had been satisfied. Thus,
publication at that time was merely the
next logical step in the administrative
process and not the result of any
intention on the part of USAID to sneak
these notices by a vacationing NGO
community.

Similarly, the effective date selected
for the PVS system of records does not
reflect unwillingness on USAID’s part to
give serious consideration to and
incorporate into the proposed PVS, as
appropriate, comments submitted by the
NGOs in response to the PVS notices.

The Privacy Act System of Records
notice for PVS was published in the
Federal Register for public comment on
July 17, 2007. The notice provided that
written comments must be received on
or before August 27, 2007. The notice
went on to state that unless there is
further notice in the Federal Register,
the new system of records would
become effective on August 27, 2007.
This did not mean that USAID would
not review comments or that USAID
would not take these comments into
account as decisions were being made
on whether to or how to implement the
PVS.

USAID was required to select a date
to insert in the System of Records
Notice at which time the system of
records would become effective.
Effectiveness of the PVS system of
records on August 27, 2007 in no way
indicated that the proposed PVS was
approved on that date, that it became
operational on that date, or that
comments received in response to any
of the four notices would be ignored. As
demonstrated by USAID subsequent to
the August 27, 2007 date, the Agency
has been ready, willing and able to
continue the dialogue with the NGOs
and to ensure that approval of PVS only
would be granted once the
recommendations, concerns and
comments of the NGOs have fully been
reviewed and considered by USAID.

As previously indicated, on October
2, 2007, USAID published a fourth
notice in the Federal Register. That
notice, issued pursuant to the
Paperwork Reduction Act, republished
and amended the notice previously
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published by USAID on July 23, 2007,
and contains the proposed Partner
Information Form, which will be used
during the pilot phase of PVS. The form
was developed with guidance from the
USAID Mission in West Bank and Gaza,
in response to recommendations made
by the GAO and in compliance with all
administrative approvals and with
requirements set by the intelligence
community. Comments on this fourth
notice were due on or before December
3, 2007, and the Partner Information
Form was approved by OMB on August
19, 2008. All comments received in
response to this fourth notice have been
taken into account by USAID.

Risk to Partners

Some organizations claimed in their
comments that there were considerable
dangers associated with USAID using its
implementing partners for U.S. law
enforcement or intelligence purposes in
foreign countries and that this could
lead to retaliation by foreign
governments against partner employees
and employees of subs of partners.

First of all, PVS is not, and should not
be characterized as, a system in which
USAID implementing partners will be
acting as agents for U.S. law
enforcement or intelligence activities.
Rather, PVS simply is an additional
mechanism for USAID to use in
determining the eligibility of
organizations applying for U.S. funds.
Such applicants already provide
information to USAID on its
management personnel and on key
employees as part of the application and
evaluation process. PVS merely requires
applicants to provide additional
information in that process. In no way
should this exercise be viewed as law
enforcement or intelligence gathering.

Further, as previously communicated
to the NGO community, one of the
purposes of PVS is to enhance the safety
overseas of both USAID personnel and
officials and employees of USAID’s
partners. Ensuring that principal
individuals, officers, directors or other
employees are not associated with
terrorists or terrorism, where such
individuals will be working with USAID
Missions and will be implementing
USAID foreign assistance activities
alongside other partner employees, can
only improve safety and reduce the risk
of kidnapping, assassination or injury.

Public Comment Period

Concerns were expressed that the
time periods made available for public
comment did not afford the NGO
community adequate time to prepare
comments or for USAID to carefully
consider and respond to these

comments. It also was asserted that
OMB regulations require USAID to
provide between 60 and 90 days for
comment. Consequently, NGOs have
requested extension of the comment
periods.

USAID has followed all
administrative requirements and
provided a full 40-day comment period
for the system of records notice, a full
60-day comment period for the
proposed rule, and a full 60-day
comment period for both the original
and amended information collection
notices. All time limits are set by the
Privacy Act and the Paperwork
Reduction Act and no deviations to
those time limits were requested by
USAID.

In any event, USAID did express its
willingness to maintain a dialogue with
the NGO community and with
interested Congressional committee staff
on PVS and associated notices.
Expiration of the stated time periods for
our public notices did not dictate when
PVS will be put into operation.

Procedural Specifics

Some comments received expressed
concern over the lack of specifics with
respect to PVS procedures. For example,
questions were raised over the type and
extent of information to be requested by
USAID, which people will be screened,
and how long information provided to
USAID will be retained. The perceived
lack of procedural specifics also
resulted in fears that USAID would
compile a secret blacklist of ineligible
grant applicants, that individuals whose
identifying data match data in an
intelligence community database will
not be told of the source of this match
and that NGO applicants will be unable
to appeal or dispute denials of their
applications for funding.

While some of the procedures
attendant to PVS already have been
agreed upon, other procedures remain to
be developed as part of the Agency’s
guidance and protocol development
process. For example, as stated in the
system of records notice published in
the Federal Register, a retention and
disposition schedule will need to be
developed for PVS. Currently, in West
Bank and Gaza, required information is
submitted by applicants via paper.
However, USAID’s Office of Security is
working with a contractor to design a
secure portal to permit applicants to
submit data electronically. With respect
to retention of records generated under
PVS, it is likely that the same rules
applicable to documents submitted to
the U.S. Government under acquisition
and assistance activities will be made
applicable to information submitted

under PVS. In any event, should
implementation of PVS be approved by
the incoming Obama Administration, all
these procedures would be fleshed out
during the guidance policy and protocol
development process leading up to the
initiation of PVS and then adjusted as
USAID gathers information and
experience.

Once specific procedures for PVS
have been agreed upon, they will be
published by USAID in its ADS and, as
appropriate, in applicable regulation.
Current operation of vetting and other
related procedures in West Bank and
Gaza can be found in Mission Order No.
21 and may provide a solid basis for the
proposed implementation of PVS for
other programs.

USAID will not maintain in its files
any information other than information
provided by applicants, maintained in
the USAID PVS system of records, and
information that constitutes related
administrative records. Screening of an
organization will consist of a review of
potential derogatory information
regarding principal individuals of the
organization or the organization itself.
Results of this screening will be
recorded to document actions taken
concerning the award for which the
organization was screened. Results will
not be utilized to create lists of
organizations which would then be used
for subsequent screening, which is what
is suggested by allegations that there
will be a secret blacklist. Instead,
whether an organization is being
screened for the first time or whether
screening is being conducted at
subsequent dates, screening will be
conducted through the same original
process.

Moreover, as previously indicated,
award decisions will not be based
simply on whether there has been a
match with respect to one or more
principal individuals of an organization
and information contained in a
terrorism database. Instead, USAID will
review the intelligence behind the
match. This review will include
consideration of the severity of the
information, the reliability of the source,
corroboration, if any, etc. As previously
stated, USAID cannot confirm or deny a
person’s appearance in a terrorism
database. Nevertheless, any denial of
funding by USAID as a result of PVS
screening will be accompanied by a
reason for that denial and an
opportunity for the organization to
appeal administratively. The amount of
information provided to a denied
applicant will be dependent on the
sensitivity of the information, i.e.,
whether some or all of the information
is classified and, if so, how much of that
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information can be released without
compromising investigative or
operational interests.

Unconstitutionally Vague

It was asserted in some of the
comments received that USAID’s
description of the purpose of the
proposed PVS in the Federal Register
notices, i.e., to ensure that neither
USAID funds nor USAID-funded
activities inadvertently or otherwise
provide support to entities or
individuals “associated with terrorism,”
was Constitutionally vague. In support
of this position, reference was made to
Humanitarian Law Project v. Treasury,
a case decided in the Central District of
California in November 2006. In that
decision, provisions of Executive Order
13224 referencing people and groups
“otherwise associated” with terrorism
were held to be impermissibly vague.

It should be noted that in April 2007,
the Humanitarian Law Project court
granted the U.S. Government’s motion
for reconsideration. The court ruled that
the regulation issued by the OFAC
defining the “otherwise associated
with” provision of Executive Order
13224 remedied the provision’s
“Constitutional defects”. In addition,
the court also vacated its order and
decision finding that the President’s
designation authority under Executive
Order 13224 was unconstitutionally
vague and overbroad.

It also should be noted that violations
of OFAC-administered economic
sanctions activities may result in
imposition of civil fines and/or criminal
penalties. PVS, on the other hand, is
being designed to help determine
whether applicants for USAID funds are
responsible, suitable or otherwise
eligible to receive these funds. The legal
standards applicable to imposition of
civil fines or criminal penalties for
violation of sanctions differ
substantially from the legal standards
applicable to denial of Federal grants
and other funding. Accordingly,
analogies between the Humanitarian
Law Project case and the proposed PVS
are misplaced.

While the development of a static
template which listed all applicable
criteria or a point scoring system which
would scientifically identify individuals
and entities “‘associated with terrorism”
may be preferred, such an approach, if
even feasible, would prove to be an
inefficient and ineffective way to
address the issue of funds or other
support flowing to terrorists or terrorist
organizations or for terrorist activities.
USAID needs to have the ability to be
flexible in its analysis so that the
Agency can adapt to the range of

activities and the range of circumstances
surrounding implementation of the U.S.
foreign assistance program. The
proposed PVS includes a process where
all data available to USAID on
applicants will be reviewed at various
levels within the Agency. This
information will be checked for
accuracy, relevance, timeliness,
reliability, etc. Foreign policy and other
related views of the country team also
can be taken account. In addition,
USAID has been working closely with
the Department of Justice to ensure that
due process and other relevant legal
rights are incorporated into the design
and implementation of PVS.

Based upon all of the above, USAID
believes that PVS meets all applicable
legal standards.

Data Security

Concern was expressed over the
security of records maintained by
USAID under PVS, particularly in
overseas locations. An example
provided was GAO criticism of the
security of information held in West
Bank and Gaza. Concern also was
expressed about who would have access
to data maintained in PVS. Specifically,
questions were raised about the
propriety of “authorized” USAID
contractors having access to the data
involving other contractors and
involving all grantees.

In response to vetting database
weaknesses identified by both the GAO
and OIG, the Mission for West Bank and
Gaza has incorporated a number of
improvements in its system. For
example, vetting reports that previously
had been held in an unlocked file
cabinet now are stored in secure, locked
cabinets. The Mission also has
developed user requirements, system
architecture, data dictionaries, and user
manuals for its vetting system. PVS will,
of course, take advantage of all these
improved methods.

On an Agency-wide basis, USAID’s
information security program is
considered to be exceptional. USAID is
required to report annually on Federal
Information Security Act compliance,
both to OMB and to the House of
Representatives. Additionally, the
program is audited by the USAID OIG.
The House Oversight and Government
Reform committee issues each year a
governmentwide scorecard rating all
agencies. For each of the past four years,
USAID has been rated at the A+ level.

In structuring USAID’s “award
winning”” computer security program,
the Office of the Chief Information
Officer has deployed a very robust and
sophisticated set of technical defenses
on USAID’s network. In addition,

USAID has a very strong security
awareness training program.

The PVS system will be housed in
USAID headquarters in Washington, DC,
within the Agency’s firewall and on
USAID servers. When an authorized
user of PVS accesses the application
through the USAID intranet, the user’s
network credentials will be
authenticated. PVS will limit the user’s
capability to view personally
identifiable data and operate the system
based on the user’s roles configured
within the system. Policy will dictate
that each user will be assigned only
those roles required to perform his or
her job function within the system. All
personally identifiable information will
be protected in accordance with the
Privacy Act.

Specific retention and disposition
instructions will be formulated by
USAID at a later date as policy makers
are better informed by the proposed
pilot for PVS. Typical disposition
instructions for electronic data include
archiving and later destruction, as well
as specified periods of time for such
actions.

Evidence of Effectiveness

One organization indicated that its
objections to PVS are based on its
research and advocacy relating to
charities and counterterrorism
programs. The organization stated that it
had found that similar programs tended
to create barriers to effective delivery of
aid programs, to discourage small NGO
application for grants, and to alienate
international partners. However, the
organization did not provide any data or
other information to support its claims.

USAID recognizes that any additional
requirement (whether PVS related or
otherwise) will affect the delivery of
assistance. The goal of USAID is to
achieve the purpose behind any new
requirement in the most efficient
manner that will minimize any potential
negative impact on implementation of
activities. In the experience of USAID’s
Mission in West Bank and Gaza, the
most significant negative impact of
vetting over the past five years or so has
been delay. Vetting conducted manually
with limited dedicated resources
resulted in backlogs well in excess of
3,500 names. Delays in processing these
vetting requests clearly caused
significant barriers to effective delivery
of aid. This, however, further underlines
the need to have a comprehensive,
systematic and automated system for
vetting requests to be processed
formally and electronically, rather than
on an ad-hoc basis. Under such a
program, it is expected that delays
encountered by the Mission in West
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Bank and Gaza will significantly be
reduced during implementation of PVS
for subsequent programs.

The suggestion that small NGOs are
discouraged from applying for grants
seems to be based on anecdotal
evidence. USAID’s experience in the
West Bank and Gaza can neither
confirm nor deny this hypothesis as
data is not collected on number of
potential partners that may abstain from
applying for assistance. The Mission for
West Bank and Gaza does, however,
provide assistance to a large number of
small NGOs and those NGOs are indeed
vetted. To the extent that some small
NGOs may be apprehensive about
vetting, it is hoped that the
transparency, public information and
education, and comment periods
surrounding the PVS public notice
process will provide assurances about
the uses of the system and its
safeguards, and help dispel any extreme
rumors about the system.

The same response largely is
applicable to the situation with
international partners. Concerns raised
by international partners in the West
Bank and Gaza may reflect the
uniqueness of vetting to that program.
International partners not accustomed to
working in countries or programs where
PVS may be implemented may be less
comfortable than partners that have
worked in those countries or with those
programs for years. If PVS is
implemented, such apprehensions
should subside.

Inaccuracies and Errors

Comments received suggest that
government watch lists are inaccurate.
Recently, the Department of Justice’s
Inspector General reported that these
lists continue “‘to have significant
weaknesses,” producing a high error
rate and a slow response to complaints
from citizens. Since PVS proposes to
utilize such terrorism databases,
concerns have been expressed that
USAID vetting will generate numerous
“false positives.”

Although the watch list error rate
actually is quite low, the intelligence
community continues to seek
improvement in the terrorist screening
process. While the intelligence
community will continue to observe all
privacy rules and policies, it also seeks
to improve its information technology
capabilities by researching and
developing the latest computerized
name-matching programs to ensure the
highest watch list data quality. In fact,
in an October 2007 report on Terrorist
Watch List Screening, the GAO
recommended that the intelligence
community prepare plans to facilitate

expanded and enhanced use of the
watch list.

In any event, decisions by USAID
under PVS as to whether or not to award
funds to applicants will not be based on
the mere fact that there is a “match”
between information provided by an
applicant and information contained in
these terrorism databases. Rather,
USAID will determine whether any
such match is valid or is a false positive.
The detailed identifying information
required of applicants under the PVS
will help minimize instances of
individuals being misidentified.

Lack of Office of Management and
Budget (OMB) Involvement

Some comments suggested that
clearance or other involvement of OMB
in the PVS process was not obtained by
USAID. More specifically, it was
asserted that USAID overlooked its
responsibilities under Executive Order
12866 concerning the determination
that PVS is not a “‘significant”
regulatory action.

As required by OMB Circular A-130,
USAID provided appropriate materials
(cover letter, system of records notice,
proposed rule) to OMB as well as to the
Senate Committee on Homeland
Security and Government Affairs and
the House Committee on Government
Reform. The proposed rule contained a
statement that USAID had determined
that it was not a significant regulatory
action and, therefore, is not subject to
review under Executive Order 12866.
OMB agreed with this determination,
and cleared the proposed rule for
publication in the Federal Register.
OMB continues to view this rule as not
a significant regulatory action.
Consistent with the requirements of the
Congressional Review Act, USAID is
submitting this final rule to each house
of Congress and to OMB. This submittal
includes USAID’s determination that it
is not a major rule. USAID has kept
OMB apprised of the procedures being
followed to establish PVS and has
engaged in consultations with OMB
prior to the publication of the notices in
the Federal Register, during the
comment periods, and after the
comment periods closed. Where
clearance from OMB is required, USAID
is complying with these clearance
requirements by consulting with OMB
as necessary.

E. Impact Assessment

Regulatory Planning and Review

This is not a significant regulatory
action and, therefore, is not subject to
review under section 6(b) of Executive
Order 12866, Regulatory Planning and

Review, dated September 30, 1993. This
rule is not a major rule under 5 U.S.C.
804.

Regulatory Flexibility Act

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.), USAID has
considered the economic impact of the
rule and has determined that its
provisions would not have a significant
economic impact on a substantial
number of small entities.

Paperwork Reduction Act

The Paperwork Reduction Act does
apply because the proposed changes
impose information collection
requirements that require the approval
of the Office of Management and Budget
under 44 U.S.C. 3601 ef seq.

Lists of Subjects in 22 CFR Part 215

Freedom of Information,
Investigations, Privacy.

Regulatory Text

m For the reasons stated in the preamble,
USAID amends 22 CFR part 215 as
follows:

PART 215—REGULATIONS FOR
IMPLEMENTATION OF PRIVACY ACT
OF 1974

m 1. The authority citation for 22 CFR
part 215 is revised to read as follows:

Authority: Public Law 93-579, 88 Stat.
1896 (5 U.S.C. 553, (b), (c), and (e))

m 2. Amend § 215.13 by adding
paragraph (c)(2) to read as follows:

§215.13 General exemptions.
* * * * *

(C) I

(2) Partner Vetting System. This
system is exempt from sections (c)(3)
and (4); (d); (e)(1), (2), and (3); (e)(4)(G),
(H), and (I); (e)(5) and (8); (f), (g), and
(h) of 5 U.S.C. 552a. These exemptions
are necessary to insure the proper
functioning of the law enforcement
activity, to protect confidential sources
of information, to fulfill promises of
confidentiality, to maintain the integrity
of law enforcement procedures, to avoid
premature disclosure of the knowledge
of criminal activity and the evidentiary
basis of possible enforcement actions, to
prevent interference with law
enforcement proceeding, to avoid the
disclosure of investigative techniques,
to avoid endangering law enforcement
personnel, to maintain the ability to
obtain candid and necessary
information, to fulfill commitments
made to sources to protect the
confidentiality of information, to avoid
endangering these sources, and to
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facilitate proper selection or
continuance of the best applicants or
persons for a given position or contract.
Although the primary functions of
USAID are not of a law enforcement
nature, the mandate to ensure USAID
funding is not purposefully or
inadvertently used to provide support to
entities or individuals deemed to be a
risk to national security necessarily
requires coordination with law
enforcement and intelligence agencies
as well as use of their information. Use
of these agencies’ information
necessitates the conveyance of these
other systems exemptions to protect the
information as stated.

m 3. Amend § 215.14 by adding the
heading “Note to paragraph (c)(5)” to
the undesignated text at the end of the
section and paragraph (c)(6) to read as
follows:

§215.14 Specific exemptions.

* * * * *

(C) * *x %

(6) Partner Vetting System. This
system is exempt under 5 U.S.C. 552a
(k)(1), (k)(2), and (k)(5) from the
provision of 5 U.S.C. 552a (c)(3); (d);
(e)(1); (e)(4)(G), (H), (I); and (f). These
exemptions are claimed to protect the
materials required by executive order to
be kept secret in the interest of national
defense or foreign policy, to prevent
subjects of investigation from frustrating
the investigatory process, to insure the
proper functioning and integrity of law
enforcement activities, to prevent
disclosure of investigative techniques,
to maintain the ability to obtain candid
and necessary information, to fulfill
commitments made to sources to protect
the confidentiality of information, to
avoid endangering these sources, and to
facilitate proper selection or
continuance of the best applicants or
persons for a given position or contract.

Dated: December 23, 2008.
Randy T. Streufert,
Director, Office of Security.
[FR Doc. E8—-31131 Filed 12—-31-08; 8:45 am]|
BILLING CODE 6116-01-P

DEPARTMENT OF LABOR

Employee Benefits Security
Administration

29 CFR Part 2560

RIN 1210-AB24

Civil Penalties Under ERISA Section
502(c)(4)

AGENCY: Employee Benefits Security
Administration, Labor.

ACTION: Final rule.

SUMMARY: This document contains a
final regulation that establishes
procedures relating to the assessment of
civil penalties by the Department of
Labor under section 502(c)(4) of the
Employee Retirement Income Security
Act of 1974 (ERISA or the Act). The
regulation is necessary to reflect recent
amendments to section 502(c)(4) by the
Pension Protection Act of 2006, under
which the Secretary of Labor is granted
authority to assess civil penalties not to
exceed $1,000 per day for each violation
of section 101(j), (k), or (1), or section
514(e)(3) of ERISA. The regulation will
affect employee benefit plans, plan
administrators and sponsors,
fiduciaries, as well as participants,
beneficiaries, employee representatives,
and certain employers.

DATES: This final rule is effective on
March 3, 2008.

FOR FURTHER INFORMATION CONTACT:
Melissa R. Dennis, Office of Regulations
and Interpretations, Employee Benefits
Security Administration, (202) 693—
8500. This is not a toll-free number.
SUPPLEMENTARY INFORMATION:

A. Background

On August 17, 2006, the Pension
Protection Act of 2006 (PPA), Public
Law 109-280, 120 Stat. 780, amended
title I of ERISA by adding or revising a
substantial number of substantive
provisions. In conjunction with many of
these new or revised provisions, the
PPA also amended the civil enforcement
provisions in ERISA to provide the
Secretary of Labor with authority to
assess civil monetary penalties for
violations of the substantive provisions.

Specifically, section 103(b)(1) of the
PPA amended section 101 of ERISA by
adding a new disclosure requirement
under subsection (j), under which the
plan administrator of a single-employer
defined benefit pension plan must
provide written notice of limitations on
benefits and benefit accruals to
participants and beneficiaries pursuant
to section 206(g) of ERISA (or the
parallel Internal Revenue Code
provision at section 436(b)).* A notice of
benefit limitations must be furnished
within 30 days after a plan becomes
subject to an ERISA section 206(g)
funding-based restriction and at such
other time as may be determined by the
Secretary of the Treasury. Section
103(b)(2) of the PPA amended section
502(c)(4) of ERISA to provide the

1Under section 101 of Reorganization Plan No. 4
of 1978 (43 FR 47713), the Secretary of the Treasury
has interpretive jurisdiction over section 206(g) of
ERISA.

Secretary of Labor with the authority to
assess a civil penalty of not more than
$1,000 a day for each violation of ERISA
section 101(j). The effective date of the
provisions added by PPA section 103(b)
is for plan years beginning on or after
January 1, 2008.

Section 502(a)(1) of the PPA amended
section 101 of ERISA by adding
subsection (k), under which the plan
administrator of a multiemployer
pension plan must, upon written
request, furnish certain documents to
any plan participant, beneficiary,
employee representative, or any
employer that has an obligation to
contribute to the plan. Section 502(a)(2)
of the PPA amended section 502(c)(4) of
ERISA to provide the Secretary of Labor
with the authority to assess a civil
penalty of not more than $1,000 a day
for each violation of ERISA section
101(k). The effective date of the
provisions added by PPA section 502(a)
is for plan years beginning on or after
January 1, 2008.

Section 502(b)(1) of the PPA amended
section 101 of ERISA by adding
subsection (1), under which a plan
sponsor or plan administrator of a
multiemployer employee benefit plan
must, upon written request, furnish to
any employer with an obligation to
contribute to such plan, notice of
potential withdrawal liability. Section
502(b)(2) of the PPA amended section
502(c)(4) of ERISA to provide the
Secretary of Labor with the authority to
assess a civil penalty of not more than
$1,000 a day for each violation of ERISA
section 101(l). The effective date of the
provisions added by PPA section 502(b)
is for plan years beginning on or after
January 1, 2008.

Section 902(f)(1) of the PPA amended
section 514 of ERISA by adding
subsection (e)(3), under which the plan
administrator of a plan with an
automatic contribution arrangement
shall provide to each participant, to
whom the arrangement applies, notice
of the participant’s rights and
obligations under such arrangement.
Section 902(f)(2) of the PPA amended
section 502(c)(4) of ERISA to provide
the Secretary of Labor with the authority
to assess a civil penalty of not more than
$1,000 a day for each violation of ERISA
section 514(e)(3). The effective date of
the provisions added by PPA section
902(f) is August 17, 2006.

On December 19, 2007, the
Department published in the Federal
Register a proposed rule to implement
section 502(c)(4) of ERISA and invited
interested parties to comment.2 In

272 FR 71842.
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response to the proposal, the
Department received two written
comments representing plans and plan
sponsors. Copies of the two comments
are available under the ‘“Public
Comments” section of the Department’s
Web site at http://www.dol.gov/ebsa.
After careful consideration of the issues
raised in the written comments, the
Department is publishing a final
regulation, to be codified at 29 CFR
2560.502¢c—4, without change.

One commenter suggested that it may
be premature to issue this civil penalty
regulation in advance of substantive
regulations under section 101(j), (k), or
(1), or section 514(e)(3) of ERISA. As
explained below, the civil penalty
regulation being adopted herein is
merely procedural in nature, i.e., it
establishes the process by which the
Department may assess civil penalties
and the process by which the
respondent may challenge that
assessment. If the Department or the
Secretary of the Treasury were to issue
regulations under section 101(j), (k), or
(1), or section 514(e)(3) of ERISA, they
would not likely have any impact on
such procedures.3 Moreover, the
Secretary’s authority to assess civil
penalties under this section is not
conditioned on the existence of
substantive regulations implementing
section 101(j), (k), or (1), or section
514(e)(3) of ERISA. For these reasons,
the Department does not believe it is
premature to establish this civil penalty
regulation at this time.

The commenters also asked whether
the notice requirement in section
514(e)(3) of ERISA applies to plans with
automatic contribution arrangements
that are not intended to meet the
requirements of the Department’s
regulation on qualified default
investment alternatives, at 29 CFR
2550.404c-5. The notice requirement in
section 514(e)(3) of ERISA applies only
to automatic contribution arrangements
described in section 514(e)(2) of ERISA.
For purposes of section 514(e), section
514(e)(2) of ERISA, in relevant part,
defines an automatic contribution
arrangement as an arrangement under
which “contributions are invested in
accordance with regulations prescribed
by the Secretary under section
404(c)(5).” Accordingly, the notice
requirement in section 514(e)(3) of
ERISA, as well as the related civil
penalty provision in section 502(c)(4) of

3 Pursuant to section 101(c)(1)(A)(ii) of the
Worker, Retiree, and Employer Recovery Act of
2008, Pub. L. 110-458, the Secretary of the
Treasury, in consultation with the Secretary of
Labor, shall have the authority to prescribe rules
applicable to the notices required under section
101(j) of ERISA.

ERISA, extend only to automatic
contribution arrangements described in
§ 2550.404c¢—5(f)(1).

B. Overview of Section 2560.502¢c—4

In general, the final regulation sets
forth how the maximum penalty
amounts are computed, identifies the
circumstances under which a penalty
may be assessed, sets forth certain
procedural rules for service and filing,
and provides a plan administrator a
means to contest an assessment by the
Department and to request an
administrative hearing.

Paragraph (a) of the regulation
addresses the general application of
section 502(c)(4) of ERISA, under which
the plan administrator of an eligible
plan shall be liable for civil penalties
assessed by the Secretary of Labor in
each case in which there is a failure or
refusal, in whole or in part, to furnish
the item(s) to each person entitled under
the requirements of section 101(j), (k), or
(1), or section 514(e)(3) of ERISA, as
applicable.

Paragraph (b) of the regulation sets
forth the amount of penalties that may
be assessed under section 502(c)(4) of
ERISA and provides that the penalty
assessed under section 502(c)(4) for
each separate violation is to be
determined by the Department, taking
into consideration the degree or
willfulness of the failure or refusal.
Paragraph (b) provides that the
maximum amount assessed for each
violation shall not exceed $1,000 per
day per violation.*

Paragraph (c) of the regulation
provides that, prior to assessing a
penalty under ERISA section 502(c)(4),
the Department shall provide the plan
administrator with written notice of the
Department’s intent to assess a penalty,
the amount of such penalty, the number
of individuals (e.g., participants and
beneficiaries) on which the penalty is
based, the period to which the penalty
applies, and the reason(s) for the
penalty. The notice would indicate the
specific provision violated (i.e., section
101(j), (k), or (1), or section 514(e)(3) of
ERISA). The notice is to be served in
accordance with paragraph (i) of the
regulation (service of notice provision).

4 The Federal Civil Penalties Inflation Adjustment
Act of 1990 (the 1990 Act), Public Law 101-410,
104 Stat. 890, as amended by the Debt Collection
Improvement Act of 1996 (the Act), Public Law
104-134, 110 Stat. 1321-373, generally provides
that federal agencies adjust certain civil monetary
penalties for inflation no later than 180 days after
the enactment of the Act, and at least once every
four years thereafter, in accordance with the
guidelines specified in the 1990 Act. The Act
specifies that any such increase in a civil monetary
penalty shall apply only to violations that occur
after the date the increase takes effect.

Paragraph (d) of the regulation
provides that the Department may
determine not to assess a penalty, or to
waive all or part of the penalty to be
assessed, under ERISA section 502(c)(4),
upon a showing by the administrator,
under paragraph (e) of the regulation, of
compliance with section 101(j), (k), or
(1), or section 514(e)(3) of ERISA or that
there were mitigating circumstances for
noncompliance. Under paragraph (e) of
the regulation, the administrator has 30
days from the date of the service of the
notice issued under paragraph (c) of the
regulation within which to file a
statement making such a showing.
When the Department serves the notice
under paragraph (c) by certified mail,
service is complete upon mailing but
five (5) days are added to the time
allowed for the filing of the statement
(see § 2560.502c—4(i)(2)).

Paragraph (f) of the regulation
provides that a failure to file a timely
statement under paragraph (e) shall be
deemed to be a waiver of the right to
appear and contest the facts alleged in
the Department’s notice of intent to
assess a penalty for purposes of any
adjudicatory proceeding involving the
assessment of the penalty under section
502(c)(4) of ERISA, and to be an
admission of the facts alleged in the
notice of intent to assess. Such notice
then becomes a final order of the
Secretary 45 days from the date of
service of the notice.

Paragraph (g)(1) of the regulation
provides that, following a review of the
facts alleged in the statement under
paragraph (e), the Department shall
notify the administrator of its intention
to waive the penalty, in whole or in
part, and/or assess a penalty. If it is the
intention of the Department to assess a
penalty, the notice shall indicate the
amount of the penalty. Under paragraph
(g)(2) of the regulation, this notice
becomes a final order 45 days after the
date of service of the notice, except as
provided in paragraph (h).

Paragraph (h) of the regulation
provides that the notice described in
paragraph (g) will become a final order
of the Department unless, within 30
days of the date of service of the notice,
the plan administrator or representative
files a request for a hearing to contest
the assessment in administrative
proceedings set forth in regulations
issued under part 2570 of title 29 of the
Code of Federal Regulations and files an
answer, in writing, opposing the
sanction. When the Department serves
the notice under paragraph (g) by mail,
service is complete upon mailing, but
five days are added to the time allowed
for the filing of a request for hearing and
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answer if the notice was served by
certified mail (see 2560.502c—4(1)(2)).

Paragraph (i)(1) of the regulation
describes the rules relating to service of
the Department’s notice of penalty
assessment (Sec. 2560.502c—4(c)) and
the Department’s notice of
determination on a statement of
reasonable cause (Sec. 2560.502c—4(g)).
Paragraph (i)(1) provides that service by
the Department shall be made by
delivering a copy to the administrator or
representative thereof; by leaving a copy
at the principal office, place of business,
or residence of the administrator or
representative thereof; or by mailing a
copy to the last known address of the
administrator or representative thereof.
As noted above, paragraph (i)(2) of this
section provides that when service of a
notice under paragraph (c) or (g) is by
certified mail, service is complete upon
mailing, but five days are added to the
time allowed for the filing of a statement
or a request for hearing and answer, as
applicable. Service by regular mail is
complete upon receipt by the addressee.

Paragraph (i)(3) of the regulation,
which relates to the filing of statements
of reasonable cause, provides that a
statement of reasonable cause shall be
considered filed (i) upon mailing if
accomplished using United States Postal
Service certified mail or express mail,
(ii) upon receipt by the delivery service
if accomplished using a “designated
private delivery service” within the
meaning of 26 U.S.C. 7502(f), (iii) upon
transmittal if transmitted in a manner
specified in the notice of intent to assess
a penalty as a method of transmittal to
be accorded such special treatment, or
(iv) in the case of any other method of
filing, upon receipt by the Department
at the address provided in the notice.
This provision does not apply to the
filing of requests for hearing and
answers with the Office of the
Administrative Law Judge (OALJ) which
are governed by the Department’s OALJ
rules in 29 CFR 18.4.

Paragraph (j) of the regulation clarifies
the liability of the parties for penalties
assessed under section 502(c)(4) of
ERISA. Paragraph (j)(1) provides that, if
more than one person is responsible as
administrator for the failure to provide
the required item(s), all such persons
shall be jointly and severally liable for
such failure. Paragraph (j)(2) provides
that any person against whom a penalty
is assessed under section 502(c)(4) of
ERISA, pursuant to a final order, is
personally liable for the payment of
such penalty. Paragraph (j)(2) provides
that liability for the payment of
penalties assessed under section
502(c)(4) of ERISA is a personal liability
of the person against whom the penalty

is assessed and not a liability of the
plan. It is the Department’s view that
payment of penalties assessed under
ERISA section 502(c) from plan assets
would not constitute a reasonable
expense of administering a plan for
purposes of sections 403 and 404 of
ERISA. Consistent with section 101(1) of
ERISA, for purposes of any civil penalty
imposed under section 502(c)(4) of
ERISA pursuant to the requirements of
section 101(1) of ERISA, the term
“administrator” shall include plan
sponsor (within the meaning of section
3(16)(B) of the Act).

Paragraph (k) of the regulation
establishes procedures for hearings
before an Administrative Law Judge
(ALJ) with respect to assessment by the
Department of a civil penalty under
ERISA section 502(c)(4), and for
appealing an ALJ decision to the
Secretary or her delegate. The
procedures are the same procedures that
would apply in the case of a civil
penalty assessment under section
502(c)(7) of ERISA.

C. Regulatory Impact Analysis
Executive Order 12866

Under Executive Order 12866 (58 FR
51735), the Department must determine
whether a regulatory action is
“significant” and therefore subject to
review by the Office of Management and
Budget (OMB). Section 3(f) of the
Executive Order defines a “significant
regulatory action” as an action that is
likely to result in a rule (1) having an
annual effect on the economy of $100
million or more, or adversely and
materially affecting a sector of the
economy, productivity, competition,
jobs, the environment, public health or
safety, or State, local or tribal
governments or communities (also
referred to as “‘economically
significant”); (2) creating serious
inconsistency or otherwise interfering
with an action taken or planned by
another agency; (3) materially altering
the budgetary impacts of entitlement
grants, user fees, or loan programs or the
rights and obligations of recipients
thereof; or (4) raising novel legal or
policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in the Executive
Order. Pursuant to the terms of the
Executive Order, it has been determined
that this action is not “significant”
within the meaning of section 3(f) of the
Executive Order and therefore is not
subject to review by OMB.

Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) (RFA), imposes

certain requirements with respect to
federal rules that are subject to the
notice and comment requirements of
section 553(b) of the Administrative
Procedure Act (5 U.S.C. 551 et seq.) and
that are likely to have a significant
economic impact on a substantial
number of small entities. For purposes
of its analyses under the RFA, EBSA
continues to consider a small entity to
be an employee benefit plan with fewer
than 100 participants. The basis of this
definition is found in section 104(a)(2)
of ERISA, which permits the Secretary
of Labor to prescribe simplified annual
reporting for pension plans that cover
fewer than 100 participants.

The terms of the statute pertaining to
the assessment of civil penalties under
section 502(c)(4) of ERISA do not vary
relative to plan or plan administrator
size. The operation of the statute will
normally result in the assessment of
lower penalties where small plans are
involved, because penalty assessments
are based, in part, on the number of plan
participants. The opportunity for a plan
administrator to present facts and
circumstances related to a failure or
refusal to provide appropriate
disclosure that may be taken into
consideration by the Department in
assessing penalties under ERISA section
502(c)(4) may offer some degree of
flexibility to small entities subject to
penalty assessments. Penalty
assessments will have no direct impact
on small plans, because the plan
administrator assessed a civil penalty is
personally liable for the payment of that
penalty pursuant to section 2560.502c—
4(j).

]The Department invited interested
persons to submit comments on the
impact of this rule on small entities and
on any alternative approaches that may
serve to minimize the impact on small
plans or other entities while
accomplishing the objectives of the
statutory provisions when the notice of
proposed rulemaking was published;
however, no comments on these issues
were received.

Paperwork Reduction Act

The final regulation is not subject to
the requirements of the Paperwork
Reduction Act of 1995 (PRA 95) (44
U.S.C. 3501 et seq.), because it does not
contain a collection of information as
defined in 44 U.S.C. 3502(3).
Information otherwise provided to the
Secretary in connection with the
administrative and procedural
requirements of this final rule is
excepted from coverage by PRA 95
pursuant to 44 U.S.C. 3518(c)(1)(B), and
related regulations at 5 CFR 1320.4(a)(2)
and (c). These provisions generally
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except information provided as a result
of an agency’s civil or administrative
action, investigation, or audit.

Congressional Review Act

This final rule is subject to the
Congressional Review Act provisions of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (5
U.S.C. 801 et seq.) and will be
transmitted to the Congress and the
Comptroller General for review.

Unfunded Mandates Reform Act

For purposes of the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104—4), as well as Executive Order
12875, this rule does not include any
Federal mandate that may result in
expenditures by State, local, or tribal
governments, and does not impose an
annual burden exceeding $100 million,
as adjusted for inflation, on the private
sector.

Federalism Statement

Executive Order 13132 (August 4,
1999) outlines fundamental principles
of federalism and requires the
adherence to specific criteria by federal
agencies in the process of their
formulation and implementation of
policies that have substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. This final
rule does not have federalism
implications because it has no
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Section 514 of
ERISA provides, with certain exceptions
specifically enumerated, that the
provisions of Titles I and IV of ERISA
supersede any and all laws of the States
as they relate to any employee benefit
plan covered under ERISA. The
requirements implemented in this final
rule do not alter the fundamental
reporting and disclosure, or
administration and enforcement
provisions of the statute with respect to
employee benefit plans, and as such
have no implications for the States or
the relationship or distribution of power
between the national government and
the States.

List of Subjects in 29 CFR Part 2560

Employee benefit plans, Employee
Retirement Income Security Act, Law
enforcement, Pensions.

m Accordingly, 29 CFR part 2560 is
amended as follows:

PART 2560—RULES AND
REGULATIONS FOR ADMINISTRATION
AND ENFORCEMENT

m 1. The authority citation for part 2560
continues to read as follows:

Authority: 29 U.S.C. 1132, 1135, and
Secretary of Labor’s Order 1-2003, 68 FR
5374 (Feb. 3, 2003). Sec. 2560.503—1 also
issued under 29 U.S.C. 1133. Sections
2560.502¢—7 and 2560.502c—4 also issued
under Public Law 109-280, 120 Stat. 780.

m 2. Add § 2560.502c—4 to read as
follows:

§2560.502c-4 Civil penalties under
section 502(c)(4).

(a) In general. (1) Pursuant to the
authority granted the Secretary under
section 502(c)(4) of the Employee
Retirement Income Security Act of 1974,
as amended (the Act), the administrator
(within the meaning of section 3(16)(A)
of the Act) shall be liable for civil
penalties assessed by the Secretary
under section 502(c)(4) of the Act, for
failure or refusal to furnish:

(i) Notice of funding-based limits in
accordance with section 101(j) of the
Act;

(ii) Actuarial, financial or funding
information in accordance with section
101(k) of the Act;

(iii) Notice of potential withdrawal
liability in accordance with section
101(1) of the Act; or

(iv) Notice of rights and obligations
under an automatic contribution
arrangement in accordance with section
514(e)(3) of the Act.

(2) For purposes of this section, a
failure or refusal to furnish the items
referred to in paragraph (a)(1) above
shall mean a failure or refusal to
furnish, in whole or in part, the items
required under section 101(j), (k), or (1),
or section 514(e)(3) of the Act at the
relevant times and manners prescribed
in such sections.

(b) Amount assessed. (1) The amount
assessed under section 502(c)(4) of the
Act for each separate violation shall be
determined by the Department of Labor,
taking into consideration the degree or
willfulness of the failure or refusal to
furnish the items referred to in
paragraph (a) of this section. However,
the amount assessed for each violation
under section 502(c)(4) of the Act shall
not exceed $1,000 a day (or such other
maximum amount as may be established
by regulation pursuant to the Federal
Civil Penalties Inflation Adjustment Act
of 1990, as amended), computed from
the date of the administrator’s failure or
refusal to furnish the items referred to
in paragraph (a) of this section.

(2) For purposes of calculating the
amount to be assessed under this

section, a failure or refusal to furnish
the item with respect to any person
entitled to receive such item, shall be
treated as a separate violation under
section 101(j), (k), or (1), or section
514(e)(3) of the Act, as applicable.

(c) Notice of intent to assess a penalty.
Prior to the assessment of any penalty
under section 502(c)(4) of the Act, the
Department shall provide to the
administrator of the plan a written
notice indicating the Department’s
intent to assess a penalty under section
502(c)(4) of the Act, the amount of such
penalty, the number of individuals on
which the penalty is based, the period
to which the penalty applies, and the
reason(s) for the penalty.

(d) Reconsideration or waiver of
penalty to be assessed. The Department
may determine that all or part of the
penalty amount in the notice of intent
to assess a penalty shall not be assessed
on a showing that the administrator
complied with the requirements of
section 101(j), (k), or (1), or section
514(e)(3) of the Act, as applicable, or on
a showing by such person of mitigating
circumstances regarding the degree or
willfulness of the noncompliance.

(e) Showing of reasonable cause.
Upon issuance by the Department of a
notice of intent to assess a penalty, the
administrator shall have thirty (30) days
from the date of service of the notice, as
described in paragraph (i) of this
section, to file a statement of reasonable
cause explaining why the penalty, as
calculated, should be reduced, or not be
assessed, for the reasons set forth in
paragraph (d) of this section. Such
statement must be made in writing and
set forth all the facts alleged as
reasonable cause for the reduction or
nonassessment of the penalty. The
statement must contain a declaration by
the administrator that the statement is
made under the penalties of perjury.

(f) Failure to file a statement of
reasonable cause. Failure to file a
statement of reasonable cause within the
thirty (30) day period described in
paragraph (e) of this section shall be
deemed to constitute a waiver of the
right to appear and contest the facts
alleged in the notice of intent, and such
failure shall be deemed an admission of
the facts alleged in the notice for
purposes of any proceeding involving
the assessment of a civil penalty under
section 502(c)(4) of the Act. Such notice
shall then become a final order of the
Secretary, within the meaning of
§2570.131(g) of this chapter, forty-five
(45) days from the date of service of the
notice.

(g) Notice of determination on
statement of reasonable cause. (1) The
Department, following a review of all of
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the facts in a statement of reasonable
cause alleged in support of
nonassessment or a complete or partial
waiver of the penalty, shall notify the
administrator, in writing, of its
determination on the statement of
reasonable cause and its determination
whether to waive the penalty in whole
or in part, and/or assess a penalty. If it
is the determination of the Department
to assess a penalty, the notice shall
indicate the amount of the penalty
assessment, not to exceed the amount
described in paragraph (c) of this
section. This notice is a “pleading” for
purposes of § 2570.131(m) of this
chapter.

(2) Except as provided in paragraph
(h) of this section, a notice issued
pursuant to paragraph (g)(1) of this
section, indicating the Department’s
determination to assess a penalty, shall
become a final order, within the
meaning of § 2570.131(g) of this chapter,
forty-five (45) days from the date of
service of the notice.

(h) Administrative hearing. A notice
issued pursuant to paragraph (g) of this
section will not become a final order,
within the meaning of § 2570.131(g) of
this chapter, if, within thirty (30) days
from the date of the service of the
notice, the administrator or a
representative thereof files a request for
a hearing under §§ 2570.130 through
2570.141 of this chapter, and files an
answer to the notice. The request for
hearing and answer must be filed in
accordance with §2570.132 of this
chapter and § 18.4 of this title. The
answer opposing the proposed sanction
shall be in writing, and supported by
reference to specific circumstances or
facts surrounding the notice of
determination issued pursuant to
paragraph (g) of this section.

(i) Service of notices and filing of
statements. (1) Service of a notice for
purposes of paragraphs (c) and (g) of
this section shall be made:

(i) By delivering a copy to the
administrator or representative thereof;

(ii) By leaving a copy at the principal
office, place of business, or residence of
the administrator or representative
thereof; or

(iii) By mailing a copy to the last
known address of the administrator or
representative thereof.

(2) If service is accomplished by
certified mail, service is complete upon
mailing. If service is by regular mail,
service is complete upon receipt by the
addressee. When service of a notice
under paragraph (c) or (g) of this section
is by certified mail, five days shall be
added to the time allowed by these rules
for the filing of a statement or a request
for hearing and answer, as applicable.

(3) For purposes of this section, a
statement of reasonable cause shall be
considered filed:

(i) Upon mailing, if accomplished
using United States Postal Service
certified mail or express mail;

(ii) Upon receipt by the delivery
service, if accomplished using a
“designated private delivery service”
within the meaning of 26 U.S.C. 7502(f);

(iii) Upon transmittal, if transmitted
in a manner specified in the notice of
intent to assess a penalty as a method
of transmittal to be accorded such
special treatment; or

(iv) In the case of any other method
of filing, upon receipt by the
Department at the address provided in
the notice of intent to assess a penalty.

(j) Liability. (1) If more than one
person is responsible as administrator
for the failure to furnish the items
required under section 101(j), (k), or (1),
or section 514(e)(3) of the Act, as
applicable, all such persons shall be
jointly and severally liable for such
failure. For purposes of paragraph
(a)(1)(iii) of this section, the term
“administrator” shall include plan
sponsor (within the meaning of section
3(16)(B) of the Act).

(2) Any person, or persons under
paragraph (j)(1) of this section, against
whom a civil penalty has been assessed
under section 502(c)(4) of the Act,
pursuant to a final order within the
meaning of § 2570.131(g) of this chapter
shall be personally liable for the
payment of such penalty.

(k) Cross-references. (1) The
procedural rules in §§ 2570.130 through
2570.141 of this chapter apply to
administrative hearings under section
502(c)(4) of the Act.

(2) When applying procedural rules in
§§ 2570.130 through 2570.140:

(i) Wherever the term 502(c)(7)”
appears, such term shall mean
“502(c)(4)”;

(ii) Reference to § 2560.502¢—7(g) in
2570.131(c) shall be construed as
reference to § 2560.502c—4(g) of this
chapter;

(iii) Reference to § 2560.502¢c—7(e) in
§2570.131(g) shall be construed as
reference to § 2560.502c—4(e) of this
chapter;

(iv) Reference to § 2560.502¢c-7(g) in
§2570.131(m) shall be construed as
reference to § 2560.502c—4(g); and

(v) Reference to §§ 2560.502c—7(g) and
2560.502¢~7(h) in § 2570.134 shall be
construed as reference to §§ 2560.502¢c—
4(g) and 2560.502c—4(h), respectively.

Signed at Washington, DG, this 24th day of
December 2008.

Bradford P. Campbell,

Assistant Secretary, Employee Benefits
Security Administration, Department of
Labor.

[FR Doc. E8-31188 Filed 12—31-08; 8:45 am)]
BILLING CODE 4510-29-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 82
[EPA-HQ-OAR-2003-0118; FRL-8758-9]
RIN 2060-AG12

Protection of Stratospheric Ozone:

Notice 23 for Significant New
Alternatives Policy Program

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Determination of Acceptability.

SUMMARY: This Determination of
Acceptability expands the list of
acceptable substitutes for ozone-
depleting substances under the U.S.
Environmental Protection Agency’s
(EPA) Significant New Alternatives
Policy (SNAP) program. The
determinations concern new substitutes
for use in the refrigeration and air
conditioning, fire suppression and
explosion protection, and foam blowing
sectors.

DATES: Effective January 2, 2009.
ADDRESSES: EPA has established a
docket for this action under Docket ID
No. EPA-HQ-OAR-2003-0118
(continuation of Air Docket A—91—42).
All electronic documents in the docket
are listed in the index at http://
www.regulations.gov. Although listed in
the index, some information is not
publicly available, i.e., Confidential
Business Information (CBI) or other
information whose disclosure is
restricted by statute. Publicly available
docket materials are available either
electronically at www.regulations.gov or
in hard copy at the EPA Air Docket (No.
A-91-42), EPA/DC, EPA West, Room
3334, 1301 Constitution Ave., NW.,
Washington, DC. The Public Reading
Room is open from 8:30 a.m. to 4:30
p.m., Monday through Friday, excluding
legal holidays. The telephone number
for the Public Reading Room is (202)
566—1744, and the telephone number for
the Air Docket is (202) 566—1742.

FOR FURTHER INFORMATION CONTACT:
Margaret Sheppard by telephone at
(202) 343-9163, by facsimile at (202)
343-2338, by e-mail at
sheppard.margaret@epa.gov, or by mail
at U.S. Environmental Protection
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Agency, Mail Code 6205], 1200
Pennsylvania Avenue, NW.,
Washington, DC 20460. Overnight or
courier deliveries should be sent to the
office location at 1310 L Street, NW.,
10th floor, Washington, DC 20005.

For more information on the Agency’s
process for administering the SNAP
program or criteria for evaluation of
substitutes, refer to the original SNAP
rulemaking published in the Federal
Register on March 18, 1994 (59 FR
13044). Notices and rulemakings under
the SNAP program, as well as other EPA
publications on protection of
stratospheric ozone, are available at
EPA’s Ozone Depletion World Wide
Web site at http://www.epa.gov/ozone/
including the SNAP portion at http://
www.epa.gov/ozone/snap/.

SUPPLEMENTARY INFORMATION:

I. Listing of New Acceptable Substitutes
A. Refrigeration and Air Conditioning
B. Fire Suppression and Explosion
Protection
C. Foam Blowing
II. Section 612 Program
A. Statutory Requirements
B. Regulatory History
Appendix A—Summary of Decisions for New
Acceptable Substitutes

I. Listing of New Acceptable Substitutes

This section presents EPA’s most
recent acceptable listing decisions for
substitutes in the refrigeration and air
conditioning, fire suppression and
explosion protection, and foam blowing
sectors. For copies of the full list of ODS
substitutes in all industrial sectors, visit
EPA’s Ozone Depletion Web site at
http://www.epa.gov/ozone/snap/lists/
index.html.

The sections below discuss each
substitute listing in detail. Appendix A
contains a table summarizing today’s
listing decisions for new substitutes.
The statements in the “Further
Information” column in the table
provide additional information, but are
not legally binding under section 612 of
the Clean Air Act. In addition, the
“further information”” may not be a
comprehensive list of other legal
obligations you may need to meet when
using the substitute. Although you are
not required to follow recommendations
in the “further information” column of
the table to use a substitute, EPA
strongly encourages you to apply the
information when using these
substitutes. In many instances, the
information simply refers to standard
operating practices in existing industry
and/or building-code standards. Thus,
many of these statements, if adopted,
would not require significant changes to
existing operating practices.

You can find submissions to EPA for
the use of the substitutes listed in this
document and other materials
supporting the decisions in this action
in docket EPA-HQ-OAR-2003-0118 at
http://www.regulations.gov.

A. Refrigeration and Air Conditioning

1. R—407A

EPA’s decision:

R-407A [R-32/125/134a (20.0/40.0/
40.0)] is acceptable for use in new and
retrofit equipment as a substitute for
hydrochlorofluorocarbon (HCFC)-22
and HCFC blends including, but not
limited to, R—401A, R—401B, R—402A,
and R—402B in:

o Retail food refrigeration.

e Cold storage warehouses.

o Refrigerated transport.

¢ Residential and light commercial
air conditioning and heat pumps.
R—407A is a blend of 40.0% by weight
HFC-125 (pentafluoroethane, CAS ID
#354—33-6), 40.0% by weight HFC-134a
(1,1,1,2-tetrafluoroethane, CAS ID #811—
97-2), and 20.0% by weight HFC-32
(difluoromethane, CAS ID #75-10-5).
This blend is also known by the trade
names KLEA 60, KLEA 407A, and
others. You may find the submission
under Docket item EPA-HQ-OAR-
2003-0118-0167 at
www.regulations.gov.

Environmental information:

The ozone depletion potential (ODP)
of R-407A is zero. The global warming
potentials (GWPs) of HFC-125, HFC—
134a, and HFC-32 are 3500, 1430, and
675, respectively (relative to carbon
dioxide), using a 100-year time horizon
(The International Panel on Climate
Change [IPCC], Fourth Assessment
Report, Climate Change 2007: The
Physical Science Basis). The
atmospheric lifetimes of these
constituents are 29, 14, and 4.9 years,
respectively.

The contribution of this blend to
greenhouse gas emissions will be
reduced given the venting prohibition
under section 608(c)(2) of the Clean Air
Act. This section and EPA’s
implementing regulations codified at 40
CFR part 82, subpart F prohibit the
intentional venting or release of
substitutes for class I or class II ODSs
used during the repair, maintenance,
service or disposal of refrigeration and
air conditioning equipment (i.e.,
appliances).

HFC-125, HFC-134a, and HFC-32 are
excluded from the definition of volatile
organic compound (VOC) under Clean
Air Act regulations (see 40 CFR
51.100(s)) addressing the development
of State Implementation Plans (SIPs) to
attain and maintain the national
ambient air quality standards.

Flammability information:

While one of the blend components,
HFC-32, is flammable, the blend as
formulated and under worst case
fractionated formulation scenarios is not
flammable.

Toxicity and exposure data:

Potential health effects of this
substitute at lower concentrations
include dizziness and loss of
concentration. The substitute may also
irritate the skin or eyes or cause
frostbite. At sufficiently high
concentrations, it may cause central
nervous system depression, irregular
heart beat, or death. The substitute
could cause asphyxiation, if air is
displaced by vapors in a confined space.
These potential health effects are
common to many refrigerants.

To protect against these potential
health risks, HFC-125, HFC-134a, and
HFC-32 have 8 hour/day, 40 hour/week
workplace environmental exposure
limits (WEELs) of 1000 ppm established
by the American Industrial Hygiene
Association (AIHA). EPA recommends
that users follow all requirements and
recommendations specified in the
Material Safety Data Sheet (MSDS) for
the blend and the individual
components and other safety
precautions common in the refrigeration
and air conditioning industry. We also
recommend that users of R-407A adhere
to the AIHA’s WEELs. EPA anticipates
that users will be able to meet the
WEELSs and will be able to address
potential health risks by following
requirements and recommendations in
the MSDSs and other safety precautions
common in the refrigeration and air
conditioning industry.

Comparison to other refrigerants:

R—-407A is not an ozone depleter in
contrast to the ozone-depleting
substances which it replaces. R—407A is
comparable to other substitutes for
HCFC-22 and its blends in its lack of
risk for ozone depletion. (HCFC-22 has
an ODP of 0.05 and a GWP of 1810,
according to the Scientific Assessment
of Ozone Depletion: 2006 prepared by
the World Meteorological Organization
(WMO, 2006).) R—-407A has a GWP of
about 2100, comparable to or lower than
that of other substitutes for HCFC-22.
For example, the GWP of R—407C is
about 3350, the GWP of R—410A is about
2100, and the GWP of R-507 is about
4000. Flammability and toxicity risks
are low, as discussed above. Thus, we
find that R-407A is acceptable because
it does not pose a greater overall risk to
public health and the environment than
the other substitutes acceptable in the
end uses listed above.
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2. KDD6

EPA’s decision:

KDDé6 is acceptable for use in new
and retrofit equipment as a substitute
for CFC-12 in:

e Chillers (screw, reciprocating).
Industrial process refrigeration.
Industrial process air conditioning.
Retail food refrigeration.

Cold storage warehouses.
Refrigerated transport.
Commercial ice machines.
Ice skating rinks.
Household refrigerators and
freezers.

¢ Vending machines.

e Water coolers.

¢ Residential dehumidifiers.

¢ Residential and light commercial
air conditioning and heat pumps.

¢ Non-mechanical heat transfer.

The submitter of KDD6 has claimed its
composition as confidential business
information. You may find the
submission under Docket item
EPA-HQ-OAR-2003-0118-0197 at
www.regulations.gov.

Environmental information:

The ODP of KDD6 is zero. The average
100-year integrated GWP of this blend is
between 2100 and 3350, in the range of
the GWPs for R—407C and R—410A, two
other commonly used substitute
refrigerants.

The contribution of this blend to
greenhouse gas emissions will be
reduced given the venting prohibition
under section 608(c)(2) of the Clean Air
Act. This section and EPA’s
implementing regulations codified at 40
CFR part 82, subpart F prohibit the
intentional venting or release of
substitutes for class I or class I ODSs
used during the repair, maintenance,
service or disposal of refrigeration and
air conditioning equipment (i.e.,
appliances).

Some components of the blend are
VOCs under Clean Air Act regulations
(see 40 CFR 51.100(s)) addressing the
development of SIPs to attain and
maintain the national ambient air
quality standards.

Flammability information:

While at least one of the blend
components is flammable, the blend as
formulated and under worst-case
fractionated formulation scenarios is not
flammable.

Toxicity and exposure data:

Potential health effects of this
substitute at lower concentrations
include dizziness and loss of
concentration. The substitute may also
irritate the skin or eyes or cause
frostbite. At sufficiently high
concentrations, it may cause central
nervous system depression, irregular

heart beat, or death. The substitute
could cause asphyxiation, if air is
displaced by vapors in a confined space.
These potential health effects are
common to many refrigerants.

To protect against these potential
health risks, the manufacturer
recommends an 8-hr TWA workplace
exposure limit for the blend of 994 ppm.
A number of components of the blend
have workplace exposure limits of 1000
ppm set by the manufacturer, the ATHA,
or the ACGIH. EPA anticipates that
users will be able to meet the
manufacturer’s recommended
workplace exposure limit and will be
able to address potential health risks by
following requirements and
recommendations in the MSDS and
other safety precautions common in the
refrigeration and air conditioning
industry.

Comparison to other refrigerants:
KDDE6 is not an ozone depleter; thus,
it poses a lower risk for ozone depletion

than the ODS it replaces. KDD6 has
comparable or lower risk for ozone
depletion than other substitutes for
CFC-12. (CFC-12 has an ODP of 1.0 and
a GWP of 10,890 (WMO, 2006).) KDD6
has a GWP comparable to or lower than
that of other substitutes for CFC-12. For
example, the GWP of R—407C is about
3350, the GWP of R-410A is about 2100,
and the GWP of R-507 is about 4000.
Flammability and toxicity risks are low,
as discussed above. We find that KDD6
is acceptable because it does not pose a
greater overall risk to public health and
the environment than the other
substitutes acceptable in the end uses
listed above.

3. R-427A

EPA’s decisions:

R-427A [R-32/125/143a/134a (15.0/
25.0/10.0/50.0)] is acceptable for use in
retrofit equipment as a substitute for
HCFC-22 in:

¢ Retail food refrigeration.

Industrial process air conditioning.
Reciprocating chillers.

Screw chillers.

Household refrigerators and
freezers.

¢ Residential and light commercial
air conditioning and heat pumps.

¢ Motor vehicle air conditioning
(buses and passenger trains only).
R—427A is a blend of 25.0% by weight
HFC-125 (pentafluoroethane, CAS ID
#354-33-6), 50% by weight HFC-134a
(1,1,1,2-tetrafluoroethane, CAS ID #811—
97-2), 10.0% by weight HFC-143a
(1,1,1,-trifluoroethane, CAS ID #420—
46-2), and 15.0% HFC-32
(difluoromethane, CAS ID #75-10-5). A
common trade name for this refrigerant
is Forane 427A. You may find the

submission under Docket item EPA-
HQ-OAR-2003-0118-0177 at
www.regulations.gov.

Environmental information:

The ODP of R—427A is zero. The
GWPs of HFC-125, HFC-134a, HFC-
143a, and HFC-32 are 3500, 1430, 4470,
and 675, respectively. The atmospheric
lifetimes of these constituents are 29,
14, 52, and 4.9 years, respectively.

The contribution of this blend to
greenhouse gas emissions will be
reduced given the venting prohibition
under section 608(c)(2) of the Clean Air
Act. This section and EPA’s
implementing regulations codified at 40
CFR part 82, subpart F prohibit the
intentional venting or release of
substitutes for class I or class II ODSs
used during the repair, maintenance,
service or disposal of refrigeration and
air conditioning equipment (i.e.,
appliances).

HFC-32, HFC-125, HFC-134a, and
HFC-143a are exempt from the
definition of VOC under Clean Air Act
regulations concerning the development
of SIPs to attain and maintain the
national ambient air quality standards.
40 CFR 51.100(s).

Flammability information:

While two components of the blend,
HFC-32 and HFC-143a, are flammable,
the blend as formulated and under
worst-case fractionated formulation
scenarios is not flammable.

Toxicity and exposure data:

Potential health effects of this
substitute at lower concentrations
include dizziness and loss of
concentration. The substitute may also
irritate the skin or eyes or cause
frostbite. At sufficiently high
concentrations, it may cause central
nervous system depression, irregular
heart beat, or death. The substitute
could cause asphyxiation, if air is
displaced by vapors in a confined space.
These potential health effects are
common to many refrigerants.

To protect against these potential
health risks, HFC-125, HFC-134a, HFC—
143a and HFC-32 have 8 hour/day, 40
hour/week WEELSs of 1000 ppm
established by the ATHA. EPA
recommends that users follow all
requirements and recommendations
specified in the MSDS for the blend and
the individual components and other
safety precautions common in the
refrigeration and air conditioning
industry. EPA also recommends that
users of R—427A adhere to the ATHA’s
WEELs. EPA anticipates that users will
be able to meet the WEELs and will be
able to address potential health risks by
following requirements and
recommendations in the MSDSs and
other safety precautions common in the
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refrigeration and air conditioning
industry.

Comparison to other refrigerants:

R—-427A is not an ozone depleter in
contrast to HCFC-22, the ozone
depleting substance which it replaces.
R—427A is comparable to other
substitutes for HCFC-22 in its lack of
risk for ozone depletion. (HCFC-22 has
an ODP of 0.05 and a GWP of 1810
(WMO, 2006).) R—427A has a GWP of
about 2150, comparable to or lower than
that of other substitutes for HCFC-22.
For example, the GWP of R—407C is
about 3350, the GWP of R—410A is about
2100, and the GWP of R-507 is about
4000. The flammability and toxicity
risks are low, as discussed above. Thus,
we find that R—-427A is acceptable
because it does not pose a greater
overall risk to public health and the
environment than the other substitutes
acceptable in the end uses listed above.

4. R—424A (RS-44)

EPA’s decision:

R—424A [R-125/134a/600a/600/601a
(50.5/47.0/0.9/1.0/0.6)] is acceptable for
use in new and retrofit equipment as a
substitute for HCFC-22 in motor vehicle
air conditioning (buses and passenger
trains only).

R-424A is a blend of 50.5% by weight
HFC-125 (pentafluoroethane, CAS ID
#354-33-6), 47.0% by weight HFC-134a
(1,1,1,2-tetrafluoroethane, CAS ID #811—
97-2), 0.9% by weight R—600a
(isobutane, 2-methyl propane, CAS ID
#75-28-5), 1.0% by weight R—600 (n-
butane, CAS ID #106-97—8), and 0.6%
by weight R-601a (isopentane, 2-
methylbutane, CAS ID #78-78-4). A
common trade name for this refrigerant
is RS—44. This formulation for RS—44 is
different from the first formulation that
EPA found acceptable in several
refrigerant end uses (August 21, 2003;
68 FR 50533). EPA previously found the
current formulation of RS—44, also
designated as R—424A, acceptable as a
substitute for R—22 in a number of other
refrigeration and air conditioning end
uses (September 28, 2006, 71 FR 56884).
You may find additional information
under Docket item EPA-HQ-OAR-
2003-0118-0131 at
www.regulations.gov.

Environmental information:

The ODP of R—424A is zero. The
GWPs of HFC-125 and HFC-134a are
3500 and 1430 and their atmospheric
lifetimes are 29 and 14 years,
respectively. The GWPs of isobutane, n-
butane, and isopentane are not provided
in the IPCC’s Fourth Assessment Report,
but are generally believed to be low (less
than 10), and their atmospheric
lifetimes are less than one year (see
Table 2.8 in Safeguarding the Ozone

Layer and the Global Climate System:
Issues Related to Hydrofluorocarbons
and Perfluorocarbons, prepared by the
IPCC and the Technology and Economic
Assessment Panel of the Montreal
Protocol).

The contribution of this blend to
greenhouse gas emissions will be
reduced given the venting prohibition
under section 608(c)(2) of the Clean Air
Act. This section and EPA’s
implementing regulations codified at 40
CFR part 82, subpart F prohibit the
intentional venting or release of
substitutes for class I or class II ODSs
used during the repair, maintenance,
service or disposal of refrigeration and
air conditioning equipment (i.e.,
appliances).

Isobutane, n-butane, and isopentane
are VOCs under Clean Air Act
regulations (see 40 CFR 51.100(s))
concerning the development of SIPs to
attain and maintain the national
ambient air quality standards. HFC-125
and HFC-134a are excluded from the
definition of VOC under these
regulations.

Flammability information:

While three components of the blend
are flammable, the blend as formulated,
and under worst-case fractionated
formulation scenarios, is not flammable.

Toxicity and exposure data:

Potential health effects of this
substitute at lower concentrations
include dizziness and loss of
concentration. The substitute may also
irritate the skin or eyes or cause
frostbite. At sufficiently high
concentrations, it may cause central
nervous system depression, irregular
heart beat, or death. The substitute
could cause asphyxiation, if air is
displaced by vapors in a confined space.
These potential health effects are
common to many refrigerants.

To protect against these potential
health risks, HFC-125 and HFC-134a
have 8 hour/day, 40 hour/week WEELSs
of 1000 ppm established by the ATHA.
Isobutane, n-butane and isopentane,
have 8 hour/day, 40 hour/week
threshold limit values (TLVs)
established by the American Conference
of Governmental Industrial Hygienists
(ACGIH) of 1000 ppm, 800 ppm and 600
ppm, respectively. EPA recommends
that users follow all requirements and
recommendations specified in the
MSDS for the blend and the individual
components and other safety
precautions common in the refrigeration
and air conditioning industry. EPA also
recommends that users of R—424A
adhere to the AIHA’s WEELs and the
ACGIH’s TLVs. EPA anticipates that
users will be able to meet the WEELSs
and TLVs and will be able to address

potential health risks by following
requirements and recommendations in
the MSDSs and other safety precautions
common in the refrigeration and air
conditioning industry.

Comparison to other refrigerants:
R—424A is not an ozone depleter in
contrast to HCFC-22 which it replaces.
It is comparable to other substitutes for

HCFC-22 in its lack of risk for ozone
depletion. (HCFC-22 has an ODP of 0.05
and a GWP of 1810 (WMO, 2006).) R—
424 A has a GWP of about 2400, lower
than that of some substitutes for HCFC—
22 but higher than others. For example,
the GWP of R-407C is about 3350, the
GWP of R—410A is about 2100, and the
GWP of R-507 is about 4000.
Flammability and toxicity risks are low,
as discussed above. Thus, we find that
R—-424A is acceptable because it does
not pose a greater overall risk to public
health and the environment in the end
use listed above.

5. R-434A (RS—45)

EPA’s decision:

R—434A [R-125/143a/134a/600a
(63.2/18.0/16.0/2.8)] is acceptable for
use in new and retrofit equipment as a
substitute for HCFC-22 in motor vehicle
air conditioning (buses and passenger
trains only).

R—434A is a blend of 18.0% by weight
HFC-143a (1,1,1-trifluoroethane, CAS
ID #420-46-2), 63.2% by weight HFC—
125 (pentafluoroethane, CAS ID #354—
33-6), 16.0% by weight HFC-134a
(1,1,1,2-tetrafluoroethane, CAS ID #811—
97-2, and 2.8% by weight R—600a
(isobutane, 2-methyl propane, CAS ID
#75-28-5). A common trade name for
this refrigerant is RS—45. Under that
trade name, EPA previously found R-
434A acceptable as a substitute for R—
22 in a number of other refrigeration
and air conditioning end uses (October
4, 2007, 72 FR 56628). You may find
additional information under Docket
item EPA-HQ-OAR-2003-0118-0162 at
www.regulations.gov.

Environmental information:

The ODP of R—-434A is zero. The
GWPs of HFG-143a, HFG-125, HFC—
134a, and isobutane are 4470, 3500,
1430, and less than 10, respectively. The
atmospheric lifetimes of these
constituents are 52, 29, and 14 years,
and less than one year, respectively.

The contribution of this blend to
greenhouse gas emissions will be
reduced given the venting prohibition
under section 608(c)(2) of the Clean Air
Act. This section and EPA’s
implementing regulations codified at 40
CFR part 82, subpart F prohibit the
intentional venting or release of
substitutes for class I or class II ODSs
used during the repair, maintenance,
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service or disposal of refrigeration and
air conditioning equipment (i.e.,
appliances).

HFC-143a, HFC-125 and HFC-134a
are excluded from the definition of VOC
under Clean Air Act regulations (see 40
CFR 51.100(s)) addressing the
development of SIPs to attain and
maintain the national ambient air
quality standards. Isobutane is a VOC
under Clean Air Act regulations.

Flammability information:

While two of the blend components,
isobutane and HFC-143a, are
flammable, the blend as formulated and
under worst case fractionated
formulation scenarios is not flammable.

Toxicity and exposure data:

Potential health effects of this
substitute at lower concentrations
include dizziness and loss of
concentration. The substitute may also
irritate the skin or eyes or cause
frostbite. At sufficiently high
concentrations, it may cause central
nervous system depression, irregular
heart beat, or death. The substitute
could cause asphyxiation, if air is
displaced by vapors in a confined space.
These potential health effects are
common to many refrigerants.

To protect against these potential
health risks, HFC-143a has an 8 hour/
day, 40 hour/week recommended
acceptable exposure limit for the
workplace from the manufacturer of
1000 ppm. HFC-125 and HFC-134a
have 8 hour/day, 40 hour/week WEELs
of 1000 ppm established by the ATHA.
Isobutane has an 8 hour/day, 40 hour/
week TLV established by the ACGIH of
1000 ppm. EPA recommends that users
follow all requirements and
recommendations specified in the
Material Safety Data Sheet (MSDS) for
the blend and the individual
components and other safety
precautions common in the refrigeration
and air conditioning industry. EPA also
recommends that users of R—434A
adhere to the ATHA’s WEELs and the
ACGIH’s TLV. EPA anticipates that
users will be able to meet the WEELSs
and the TLV and will be able to address
potential health risks by following
requirements and recommendations in
the MSDS and other safety precautions
common in the refrigeration and air
conditioning industry.

Comparison to other refrigerants:

R—434A is not an ozone depleter in
contrast to HCFC-22, the ozone-
depleting substance which it replaces.
R—434A is comparable to other
substitutes for HCFC-22 in its lack of
risk for ozone depletion. (HCFC-22 has
an ODP of 0.05 and a GWP of 1810
(WMO, 2006).) R—434A has a GWP of
about 3200, lower than that of some

substitutes for HCFC-22, but higher
than others. For example, the GWP of
R-407C is about 3350, the GWP of R—
410A is about 2100, and the GWP of R—
507 is about 4000. Flammability and
toxicity risks are low, as discussed
above. Thus, we find that R-434A is
acceptable because it does not pose a
greater overall risk to public health and
the environment than the other
substitutes acceptable in the end use
listed above.

B. Fire Suppression and Explosion
Protection

1. Victaulic Vortex System

EPA’s decision:

The Victaulic Vortex System is
acceptable as a halon 1301 substitute for
total flooding uses in both occupied and
unoccupied areas.

The Victaulic Vortex System is a fire
suppression system that uses fine water
vapor droplets and nitrogen gas (N>,
CAS ID #7727-37-9). It is designed for
use with Class A and Class B fires. You
may find the submission under Docket
item EPA-HQ-OAR-2003-0118-0172 at
www.regulations.gov.

Environmental information:

The ozone depletion potential (ODP)
and the global warming potential (GWP)
of each of the constituents of the
Victaulic Vortex System is zero.

The Victaulic Vortex System does not
contain volatile organic compounds
(VOCQ) as defined under Clean Air Act
regulations (see 40 CFR 51.100(s))
addressing the development of State
implementation plans (SIPs) to attain
and maintain the national ambient air
quality standards.

Flammability information:

The Victaulic Vortex System is non-
flammable.

Toxicity and exposure data:

The potential health risks of the
Victaulic Vortex System come from No,
an inert gas that at sufficiently high
levels can cause asphyxiation. The
Victaulic Vortex System can be
designed to ensure that the oxygen
concentration in any protected space
will not fall below 12 percent over the
5 minute discharge period, consistent
with the health criteria in National Fire
Protection Agency (NFPA) Standard
2001 for Clean Agent Fire Extinguishing
Systems. EPA recommends that use of
this system should be in accordance
with the safe exposure guidelines for
inert gas systems in the latest edition of
NFPA 2001, specifically the
requirements for residual oxygen levels,
and that use should be in accordance
with the relevant operational
requirements in NFPA 750 Standard on
Water Mist Fire Protection Systems.

EPA also recommends that Section VIII
of the Occupational Safety & Health
Administration (OSHA) Technical
Manual be consulted for information on
selecting the appropriate types of
Personal Protective Equipment (PPE)
recommended.

Comparison to other fire
suppressants:

The Victaulic Vortex System is not an
ozone depleter in contrast to the ozone
depleting substance which it replaces.
The Victaulic Vortex System has
comparable or lower risk for ozone
depletion than other substitutes for
halon 1301. (Halon 1301 has an ODP of
16 and a GWP of 7140 (WMO, 2006).)
The Victaulic Vortex System has a GWP
of zero, comparable to or lower than that
of other substitutes for halon 1301. For
example, the GWP of HFC-227ea is
3220, the GWP of HFC-125 is 3500, and
the GWP of HFC-236fa is 9810. The
flammability and toxicity risks are low
and are comparable or lower than for
other acceptable fire suppressants such
as IG-100 (N»), as discussed above.
Thus, we find that the Victaulic Vortex
System is acceptable because it does not
pose a greater overall risk to public
health and the environment than the
other substitutes acceptable in the end
use listed above.

2. ATK OS-10

EPA’s decision:

The ATK OS-10 system is acceptable
as a halon 1301 substitute for total
flooding uses in both occupied and
unoccupied areas.

The OS-10 system is a fire
suppression system that uses gas
generators, either singly or several
grouped together in a casing, to
suppress fires through production
mainly of water vapor and nitrogen (N»,
CAS ID #7727-37-9). You may find the
submission under Docket item EPA—
HQ-OAR-2003-0118-0198 at
www.regulations.gov.

Environmental information:

The ODP of each of the gaseous post-
activation products of the OS—10 system
is zero. The GWPs of the gaseous post-
activation products of OS—10 are 1 or
less.

The OS—10 system does not contain
VOCs as defined under Clean Air Act
regulations (see 40 CFR 51.100(s))
addressing the development of State
implementation plans (SIPs) to attain
and maintain the national ambient air
quality standards.

Flammability information:

The OS-10 system is non-flammable.

Toxicity and exposure data:

Upon activation, OS-10 system
produces post-activation products
mainly consisting of gases and some
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particulates. The main post-activation
gaseous products are water and N, an
inert gas that at sufficiently high levels
can cause asphyxiation. The OS-10
system can be designed to ensure that
the oxygen concentration in any
protected space will not fall below 12
percent over the 5 minute discharge
period, consistent with the health
criteria in National Fire Protection
Agency (NFPA) Standard 2001 for Clean
Agent Fire Extinguishing Systems.
Testing data provided by the submitter
indicate that there will not be a
significant amount of particulate left in
the room after discharge. Thus, EPA
believes that potential toxicity and
nuisance dust effects from exposure to
the particulate matter should not be
detrimental to human health within the
five-minute egress timeframe
established for total flooding fire
extinguishing systems by the NFPA
Standard 2001 (NFPA 2008). EPA
recommends that use of this system
should be in accordance with the safe
exposure guidelines for inert gas
systems in the latest edition of NFPA
2001, specifically the requirements for
residual oxygen levels, and that use
should be in accordance with the
relevant operational requirements in
NFPA Standard 2010 for Aerosol
Extinguishing Systems.

Installation and maintenance
personnel should receive training in
order to minimize the risk for accidental
discharge of the system while
performing installation or maintenance
activities. Exposure of personnel during
cleanup should be minimized by
increasing the air exchange rate in the
room prior to cleanup in order to aerate
the space and reduce humidity. In
addition, EPA recommends that all
workers entering the protected volume
to clean up after activation should wear
appropriate personal protective
equipment (PPE). We recommend
consulting section VIII of the
Occupational Safety & Health
Administration (OSHA) Technical
Manual (OSHA 1999) as well as all
information from the manufacturer for
information on selecting appropriate
types of PPE to be worn by personnel
involved in the manufacture,
installation, maintenance, or clean up of
0S-10.

Comparison to other fire
supﬁressants:

The OS-10 system is not an ozone
depleter in contrast to the ozone
depleting substance which it replaces.
0S-10 has comparable or lower risk for
ozone depletion than other substitutes
for halon 1301. (Halon 1301 has an ODP
of 16 and a GWP of 7140 (WMO, 2006).)
The gaseous post-activation products of

0S-10 have GWPs well below those of
other substitutes for halon 1301. For
example, the GWPs of all of the OS-10
gases are less than 1 compared to the
GWP of HFC-227ea at 3220, the GWP of
HFC-125 at 3500, and the GWP of HFC—
236fa at 9810. The flammability and
toxicity risks are low and are
comparable or lower than for other
acceptable fire suppressants such as IG—
100 (N»), as discussed above. Thus, we
find that the OS—10 system is acceptable
because it does not pose a greater
overall risk to public health and the
environment than the other substitutes
acceptable in the end use listed above.

C. Foam Blowing

1. Formacel® B

EPA’s decision:

Formacel® B is acceptable as a
substitute for HCFC-22 and HCFC-142b
in polystyrene, extruded boardstock and
billet.

Formacel® B is a series of blends of
the same component compounds. The
submitter has claimed its composition
as confidential business information.
You may find the submission under
Docket item EPA-HQ-OAR-2003—
0118-0179 at www.regulations.gov.

Environmental information:

Formacel® B has no ODP. Formacel®
B blends range in global warming
potential (GWP) from approximately
140 to 1500. Formacel® B does not
contain volatile organic compounds
(VOCQ) as defined under Clean Air Act
regulations (see 40 CFR 51.100(s))
addressing the development of State
implementation plans (SIPs) to attain
and maintain the national ambient air
quality standards.

Flammability information:

Some components of the Formacel® B
blends are flammable. Some specific
blends are flammable as formulated and
should be handled with proper
precautions. EPA recommends that
users follow all requirements and
recommendations specified in the
Material Safety Data Sheet (MSDS) and
other safety precautions for use of
flammable blowing agents used in the
foam blowing industry. Use of
Formacel® B will require safe handling
and shipping as prescribed by the
Occupational Safety and Health
Administration (OSHA) and the
Department of Transportation (for
example, using personal safety
equipment and following requirements
for shipping hazardous materials at 49
CFR parts 170 through 173).

Toxicity and exposure data:

Potential health effects of this
substitute include nausea, headache,
weakness, or central nervous system

depression with effects such as
dizziness, headache, or confusion. The
substitute may also irritate the lungs,
skin or eyes or cause frostbite. At high
concentrations, the substitute may also
cause irregular heart beat, abnormal
kidney function, loss of consciousness,
or death. The substitute could cause
asphyxiation, if air is displaced by
vapors in a confined space. These
potential health effects are common to
many foam blowing agents.

EPA anticipates that Formacel® B will
be used consistent with the
recommendations specified in the
manufacturers’ Material Safety Data
Sheets (MSDSs). The manufacturer
recommends a workplace exposure limit
of 1000 ppm for Formacel® B. EPA
anticipates that users will be able to
meet the manufacturer’s recommended
workplace exposure limits and will be
able to address potential health risks by
following requirements and
recommendations in the MSDSs and
other safety precautions common in the
foam blowing industry.

Comparison to other foam blowing
agents:

Formacel® B is not ozone depleting in
contrast to the ozone depleting
substances which it replaces. Formacel®
B has comparable or lower risk for
ozone depletion than other substitutes
for HCFC-22 and HCFC-142b. (HCFC-
22 and HCFC-142b have ODPs of 0.05
and 0.07 and GWPs of 1810 and 2310,
respectively (WMO, 2006).) Formacel®
B blends range in GWP from 140 to
1500, comparable to or lower than that
of other substitutes for HCFC-22 and
HCFC-142b. For example, the GWP of
HFC-134a is about 1430 and the GWP
of HFC-245fa is about 1030.
Flammability risks can be addressed by
procedures common in the industry.
The toxicity risks are low, as discussed
above. Thus, we find that Formacel® B
is acceptable because it does not pose a
greater overall risk to public health and
the environment than the other
substitutes acceptable in the end use
listed above.

II. Section 612 Program

A. Statutory Requirements

Section 612 of the Clean Air Act
authorizes EPA to develop a program for
evaluating alternatives to ozone-
depleting substances. We refer to this
program as the Significant New
Alternatives Policy (SNAP) program.
The major provisions of section 612 are:

e Rulemaking—Section 612(c)
requires EPA to promulgate rules
making it unlawful to replace any class
I (chlorofluorocarbon, halon, carbon
tetrachloride, methyl chloroform, and
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hydrobromofluorocarbon) or class II
(hydrochlorofluorocarbon) substance
with any substitute that the
Administrator determines may present
adverse effects to human health or the
environment where the Administrator
has identified an alternative that (1)
reduces the overall risk to human health
and the environment, and (2) is
currently or potentially available.

e Listing of Unacceptable/Acceptable
Substitutes—Section 612(c) also
requires EPA to publish a list of the
substitutes unacceptable for specific
uses. We must publish a corresponding
list of acceptable alternatives for
specific uses.

e Petition Process—Section 612(d)
grants the right to any person to petition
EPA to add a substance to or delete a
substance from the lists published in
accordance with section 612(c). The
Agency has 90 days to grant or deny a
petition. Where the Agency grants the
petition, it must publish the revised lists
within an additional six months.

e 90-day Notification—Section 612(e)
directs EPA to require any person who
produces a chemical substitute for a
class I substance to notify the Agency
not less than 90 days before new or
existing chemicals are introduced into
interstate commerce for significant new
uses as substitutes for a class I
substance. The producer must also
provide the Agency with the producer’s
unpublished health and safety studies
on such substitutes.

e QOutreach—Section 612(b)(1) states
that the Administrator shall seek to
maximize the use of federal research
facilities and resources to assist users of
class I and II substances in identifying
and developing alternatives to the use of
such substances in key commercial
applications.

o Clearinghouse—Section 612(b)(4)
requires the Agency to set up a public
clearinghouse of alternative chemicals,
product substitutes, and alternative
manufacturing processes that are
available for products and
manufacturing processes which use
class I and II substances.

B. Regulatory History

On March 18, 1994, EPA published
the final rulemaking (59 FR 13044) that
described the process for administering
the SNAP program and issued our first
acceptability lists for substitutes in the
major industrial use sectors. These
sectors include:

e Refrigeration and air conditioning;

e Foam blowing;

¢ Solvents cleaning;

¢ Fire suppression and explosion
protection;

¢ Sterilants;

e Aerosols;

o Adhesives, coatings and inks; and

¢ Tobacco expansion.

These sectors comprise the principal
industrial sectors that historically
consumed the largest volumes of ozone-
depleting compounds.

As described in this original rule for
the SNAP program, EPA does not
believe that rulemaking procedures are
required to list alternatives as
acceptable with no limitations. Such
listings do not impose any sanction, nor
do they remove any prior license to use
a substance. Therefore, by this notice we
are adding substances to the list of
acceptable alternatives without first
requesting comment on new listings.

However, we do believe that notice-
and-comment rulemaking is required to
place any substance on the list of
prohibited substitutes, to list a
substance as acceptable only under
certain conditions, to list substances as

acceptable only for certain uses, or to
remove a substance from the lists of
prohibited or acceptable substitutes. We
publish updates to these lists as separate
notices of rulemaking in the Federal
Register.

The Agency defines a “‘substitute” as
any chemical, product substitute, or
alternative manufacturing process,
whether existing or new, intended for
use as a replacement for a class I or class
II substance. Anyone who plans to
market or produces a substitute for an
ODS in one of the eight major industrial
use sectors must provide EPA with
health and safety studies on the
substitute at least 90 days before
introducing it into interstate commerce
for significant new use as an alternative.
This requirement applies to substitute
manufacturers, but may include
importers, formulators, or end-users,
when they are responsible for
introducing a substitute into commerce.

You can find a complete chronology
of SNAP decisions and the appropriate
Federal Register citations from the
SNAP section of EPA’s Ozone Depletion
World Wide Web site at http://
www.epa.gov/ozone/snap/chron.html.
This information is also available from
the Air Docket (see ADDRESSES section
above for contact information).

List of Subjects in 40 CFR Part 82

Environmental protection,
Administrative practice and procedure,
Air pollution control, Reporting and
recordkeeping requirements.

Dated: December 22, 2008.

Dina Kruger,
Acting Director, Office of Atmospheric
Programs.

Appendix A: Summary of Acceptable
Decisions

End-use

Substitute Decision

Further information

Refrigeration and Air Conditioning

Screw chillers (retrofit) .........ccccceeuee R-427A as a substitute for | Acceptable.
HCFC-22.
Screw chillers (retrofit and new) ..... KDD6 as a substitute for CFC—-12 | Acceptable.
Reciprocating chillers (retrofit) ........ R—427A as a substitute for | Acceptable.
HCFC-22.
Reciprocating chillers (retrofit and | KDD6 as a substitute for CFC—12 | Acceptable.
new).
Industrial process refrigeration (ret- | KDD6 as a substitute for CFC—12 | Acceptable.
rofit and new).
Industrial process air conditioning | R—427A as a substitute for | Acceptable.
(retrofit). HCFC-22.
Industrial process air conditioning | KDD6 as a substitute for CFC—12 | Acceptable.
(retrofit and new).
Retail food refrigeration (retrofit) ..... R-427A as a substitute for | Acceptable.
HCFC-22.
Retail food refrigeration (retrofit and | KDD6 as a substitute for CFC—12 | Acceptable.
new).
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End-use Substitute Decision Further information
R-407A as a substitute for | Acceptable.
HCFC—-22 and HCFC blends in-
cluding R—401A, R-401B, R-
402A, and R—402B.
Cold storage warehouses (retrofit | KDD6 as a substitute for CFC-12 | Acceptable.
and new).
R-407A as a substitute for | Acceptable.
HCFC—-22 and HCFC blends in-
cluding R—401A, R-401B, R-
402A, and R—-402B.
Refrigerated transport (retrofit and | KDD6 as a substitute for CFC—12 | Acceptable.
new).
R-407A as a substitute for | Acceptable.
HCFC-22 and HCFC blends in-
cluding R—401A, R-401B, R-
402A, and R-402B.
Commercial ice machines (retrofit | KDD6 as a substitute for CFC—12 | Acceptable.
and new).
Ice skating rinks (retrofit and new) KDD6 as a substitute for CFC—12 | Acceptable.
Household refrigerators and freez- | R427A as a substitute for | Acceptable.
ers (retrofit). HCFC-22.
Household refrigerators and freez- | KDD6 as a substitute for CFC-12 | Acceptable.
ers (retrofit and new).
Vending machines (retrofit and | KDD6 as a substitute for CFC—12 | Acceptable.
new).
Water coolers (retrofit and new) ..... KDD6 as a substitute for CFC—12 | Acceptable.
Residential dehumidifiers (retrofit | KDD6 as a substitute for CFC—12 | Acceptable.
and new).
Residential and light commercial air | R—427A as a substitute for | Acceptable.
conditioning and heat pumps (ret- HCFC-22.
rofit).
Residential and light commercial air | R-407A as a substitute for | Acceptable.
conditioning and heat pumps (ret- HCFC-22 and HCFC blends in-
rofit and new). cluding R—401A, R—401B, R-
402A, and R—402B.
KDD6 as a substitute for CFC—12 | Acceptable.
Motor vehicle air conditioning for | R—427A as a substitute for | Acceptable.
buses and passenger trains only HCFC-22.
(retrofit).
Motor vehicle air conditioning for | R—424A (RS—44, new formula- | Acceptable.
buses and passenger trains only tion) as a substitute for HCFC—
(retrofit and new). 22.
R-434A (RS-45) as a substitute | Acceptable.
for HCFC-22.
Non-mechanical heat transfer (ret- | KDD6 as a substitute for CFC—12 | Acceptable.

rofit and new).

Foam Blowing

Polystyrene, Extruded Boardstock &
Billet.

Formace® B as a substitute for
HCFC—-22 and HCFC-142b.

Acceptable

Observe recommendations in the manufacturer’s
MSDS and guidance for using these blends.

Fire Suppression and Explosion Protecti

on

Total flooding

Victaulic Vortex System as a sub-
stitute for halon 1301.

Acceptable

EPA recommends that users consult Section VIII
of the Occupational Safety & Health Administra-
tion (OSHA) Technical Manual for information on
selecting the appropriate types of Personal Pro-
tective Equipment (PPE).

EPA recommends that use of this system should
be in accordance with the safe exposure guide-
lines for inert gas systems in the latest edition of
NFPA 2001, specifically the requirements for re-
sidual oxygen levels, and should be in accord-
ance with the relevant operational requirements
in NFPA 750 Standard on Water Mist Fire Pro-
tection Systems.

Use should conform with relevant OSHA require-
ments, including 29 CFR part 1910, subpart L,
sections 1910.160 and 1910.162.




Federal Register/Vol. 74, No. 1/Friday, January 2, 2009/Rules and Regulations

29

End-use

Substitute Decision

Further information

Total flooding

ATK OS-10 as a substitute for
halon 1301.

Acceptable

EPA has no intention of duplicating or displacing

OSHA coverage related to the use of personal
protection equipment (e.g., respiratory protec-
tion), fire protection, hazard communication,
worker training or any other occupational safety
and health standard with respect to halon sub-
stitutes.

EPA recommends that users consult Section VIl

of the Occupational Safety & Health Administra-
tion (OSHA) Technical Manual for information on
selecting the appropriate types of Personal Pro-
tective Equipment (PPE).

EPA recommends that use of this system should

be in accordance with the safe exposure guide-
lines for inert gas systems in the latest edition of
NFPA 2001, specifically the requirements for re-
sidual oxygen levels, and should be in accord-
ance with the relevant operational requirements
in NFPA Standard 2010 for Aerosol Extin-
guishing Systems.

Use should conform with relevant OSHA require-

ments, including 29 CFR part 1910, subpart L,
sections 1910.160 and 1910.162.

EPA has no intention of duplicating or displacing

OSHA coverage related to the use of personal
protection equipment (e.g., respiratory protec-
tion), fire protection, hazard communication,
worker training or any other occupational safety
and health standard with respect to halon sub-
stitutes.

[FR Doc. E8-31225 Filed 12—31-08; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF COMMERCE

50 CFR Part 648
[Docket No. 0809251266—-81485-02]
RIN 0648—-XJ96

Fisheries of the Northeastern United
States; Summer Flounder, Scup, and
Black Sea Bass Fisheries; 2009
Summer Flounder, Scup, and Black
Sea Bass Specifications; Preliminary
2009 Quota Adjustments; 2009
Summer Flounder Quota for Delaware

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS issues final
specifications for the 2009 summer
flounder, scup, and black sea bass
fisheries. This final rule specifies
allowed harvest limits for both
commercial and recreational fisheries,
including commercial scup possession
limits. This action prohibits federally
permitted commercial vessels from
landing summer flounder in Delaware
in 2009 due to continued quota
repayment from previous years’
overages.

The actions of this final rule are
necessary to comply with regulations
implementing the Summer Flounder,
Scup, and Black Sea Bass Fishery
Management Plan (FMP), as well as to
ensure compliance with the Magnuson-
Stevens Fishery Conservation and
Management Act (Magnuson-Stevens
Act).

The intent of this action is to establish
harvest levels and other management
measures to ensure that target fishing
mortality rates (F) or exploitation rates,
as specified for these species in the
FMP, are not exceeded. In addition, this
action implements measures that ensure
continued rebuilding of these three
stocks that are currently under
rebuilding plans.

DATES: Effective January 1, 2009,
through December 31, 2009.
ADDRESSES: Copies of the specifications
document, including the Environmental
Assessment (EA), Regulatory Impact
Review (RIR), Initial Regulatory
Flexibility Analysis (IRFA), and other
supporting documents used by the
Summer Flounder, Scup, and Black Sea
Bass Monitoring Committees and
Scientific and Statistical Committee are
available from Daniel Furlong,
Executive Director, Mid-Atlantic
Fishery Management Council, Room
2115, Federal Building, 300 South New
Street, Dover, DE 19901-6790. The
specifications document is also
accessible via the Internet at http://

www.nero.noaa.gov. The Final
Regulatory Flexibility Analysis (FRFA)
consists of the IRFA, public comments
and responses contained in this final
rule, and the summary of impacts and
alternatives contained in this final rule.
Copies of the small entity compliance
guide are available from Patricia A.
Kurkul, Regional Administrator,
Northeast Region, National Marine
Fisheries Service, 55 Great Republic
Drive, Gloucester, MA 01930-2298.
FOR FURTHER INFORMATION CONTACT:
Michael Ruccio, Fishery Policy Analyst,
(978) 281-9104.

SUPPLEMENTARY INFORMATION:

Background

The summer flounder, scup, and
black sea bass fisheries are managed
cooperatively under the provisions of
the FMP developed by the Mid-Atlantic
Fishery Management Council (Council)
and the Atlantic States Marine Fisheries
Commission (Commission), in
consultation with the New England and
South Atlantic Fishery Management
Councils. The management units
specified in the FMP include summer
flounder (Paralichthys dentatus) in U.S.
waters of the Atlantic Ocean from the
southern border of North Carolina (NC)
northward to the U.S./Canada border,
and scup (Stenotomus chrysops) and
black sea bass (Centropristis striata) in
U.S. waters of the Atlantic Ocean from
35°13.3" N. lat. (the latitude of Cape
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Hatteras Lighthouse, Buxton, NC)
northward to the U.S./Canada border.
The Council prepared the FMP under
the authority of the Magnuson-
Stevenson Act, 16 U.S.C. 1801 et seq.
Regulations implementing the FMP
appear at 50 CFR part 648, subparts A
(general provisions), G (summer
flounder), H (scup), and I (black sea
bass). General regulations governing
U.S. fisheries also appear at 50 CFR part
600. States manage summer flounder
within 3 nautical miles of their coasts,
under the Commission’s plan for
summer flounder, scup, and black sea
bass. The Federal regulations govern
vessels fishing in the exclusive
economic zone (EEZ), as well as vessels
possessing a Federal fisheries permit,
regardless of where they fish.

The regulations outline the process
for specifying the annual catch limits for
the summer flounder, scup, and black
sea bass commercial and recreational
fisheries, as well as other management
measures (e.g., mesh requirements,
minimum fish sizes, gear restrictions,
possession restrictions, and area
restrictions) for these fisheries. The
measures are intended to achieve the
annual targets set forth for each species
in the FMP, specified either as an F or
an exploitation rate (i.e., the proportion
of fish available at the beginning of the
year that may be removed by fishing
during the year). Once the catch limits
are established, they are divided into
quotas based on formulas contained in
the FMP. Detailed background
information regarding the status of the
summer flounder, scup, and black sea
bass stocks and the development of the
2009 specifications for these fisheries

was provided in the proposed
specifications (73 FR 63934; October 28,
2008). That information is not repeated
here.

NMFS will establish the 2009
recreational management measures for
summer flounder, scup, and black sea
bass by publishing proposed and final
rules in the Federal Register at a later
date, following receipt of the Council’s
recommendations as specified in the
FMP.

Summer Flounder

This final rule implements the
specifications contained in the October
28, 2008, proposed rule—a summer
flounder Total Allowable Landings
(TAL) of 18.45 million 1b (8,368 mt) for
2009. This TAL has a 63-percent
probability of constraining fishing
mortality below the management target
0f F40 percent=0.255 and a 97-percent
probability of constraining fishing
mortality below the overfishing
threshold of Fmsy=F3s percent=0.310. In
recent years, NMFS has implemented
summer flounder TALs that contained a
75-percent probability of constraining
fishing mortality below the level (i.e.,
FresuiLp) expected to achieve the
biomass target (i.e., Bmsy) by January 1,
2013, to ensure that the Magnuson-
Stevens Act rebuilding program is
satisfied. The 2009 TAL has an 83-
percent probability of constraining
fishing mortality below Frepun.p=0.274
level. Furthermore, for 2009, the TAL
had been established using a
management target that is lower than
FresuiLp (1.€., F40 percent (Management
target]<FREBUILD<FMSY(overfishing
threshold)), thereby providing a greater

probability that the 2009 fishing
mortality objective will not be exceeded
and the required stock rebuilding will
occur. This TAL setting approach also
satisfies a 2000 Federal Court Order
((Natural Resources Defense Council v.
Daley, Civil No. 1:99 CV 00221 (JLG))
which requires the annual summer
flounder TAL to have at least a 50-
percent probability of success.

Three research projects that would
utilize the full summer flounder
research set-aside (RSA) of 553,500 1b
(251 mt) have been conditionally
selected by NMFS and are currently
awaiting notice of award. If a proposed
project is not approved by the NOAA
Grants Office, the research quota
associated with the disapproved
proposal will be restored to the summer
flounder TAL through publication in the
Federal Register. After deducting the
2009 RSA, the TAL is divided into a
commercial quota of 10,737,900 lb
(4,871 mt) and a recreational harvest
limit of 7,158,600 1b (3,247 mt).

Consistent with the revised quota
setting procedures for the FMP (67 FR
6877, February 14, 2002), summer
flounder overages are determined based
upon landings for the period January—
October 2008, plus any previously
unaccounted for overages from January—
December 2007. Table 1 summarizes, for
each state, the commercial summer
flounder percent shares as outlined in
§600.100(d)(1)(I), the resultant 2009
commercial quota (both initial and less
the RSA), the quota overages as
described above, and the final adjusted
2009 commercial quota less the RSA.
BILLING CODE 3510-22-P
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The Commission has established a
system whereby 15 percent of each
state’s quota may be voluntarily set
aside each year to enable vessels to land
an incidental catch allowance after the
directed fishery in a state has been
closed. The intent of the incidental
catch set-aside is to reduce discards by
allowing fishermen to land summer
flounder caught incidentally in other
fisheries during the year, while ensuring
that the state’s overall quota is not
exceeded. These Commission set-asides
are not included in these 2009 final
summer flounder specifications because
NMFS does not have authority to
establish such subcategories.

Delaware Summer Flounder Closure

Table 1 indicates that, for Delaware,
the amount of the 2008 summer
flounder quota overage (inclusive of
overharvest from previous years) is
greater than the amount of commercial
quota allocated to Delaware for 2009. As
a result, there is no quota available for
2009 in Delaware. The regulations at
§648.4(b) provide that Federal permit
holders, as a condition of their permit,
must not land summer flounder in any
state that the Administrator, Northeast
Region, NMFS (Regional Administrator),
has determined no longer has
commercial quota available for harvest.
Therefore, effective January 1, 2009,
landings of summer flounder in
Delaware by vessels holding commercial
Federal summer flounder fisheries
permits are prohibited for the 2009
calendar year, unless additional quota
becomes available through a quota
transfer and is announced in the
Federal Register. Federally permitted
dealers are advised that they may not
purchase summer flounder from
federally permitted vessels that land in
Delaware for the 2009 calendar year,
unless additional quota becomes
available through a transfer, as
mentioned above.

Scup

This final rule implements the least
restrictive (i.e., highest associated
harvest levels) analyzed by the Council.
The Council recommended, and NMFS
published in the October 28, 2008,
proposed rule, an 11.70-million-1b
(5,339-mt) scup Total Allowable Catch
(TAC) and a 7.34-million-1b (3,329-mt)
scup TAL. The rationale for so doing
was that scup are under a rebuilding
plan and, at the time the Council met in
August, the best available information

indicated that scup rebuilding was
behind the established rebuilding
schedule. During the interim between
the Council recommending a 2009 TAC
and TAL for scup, the Northeast
Fisheries Science Center (NEFSC)
convened a Data Poor Stocks Working
Group (DPWG) to review biological
reference points for scup. The peer
review body of the DPWG has
preliminarily indicated that the revised
biological reference points, the
modeling framework used to generate
those reference points, and resultant
change in stock status are acceptable,
now represent the best available
information, and should be utilized to
craft management advice. While the
final peer review report will not be
available until late January or early
February 2009, NMFS is implementing
the least restrictive/highest scup TAC/
TAL alternative analyzed by the Council
as the updated stock status information
resulting from the DPWG indicate the
scup stock status has improved
substantially and is rebuilt (i.e., now
above the revised rebuilding biomass
target). Amendment 14 to the FMP
established a scup rebuilding plan based
on a fixed F = 0.10 approach. During the
2009 specification development, the
Council considered establishing catch
levels derived using the F = 0.10
approach but selected a more
precautionary TAC and TAL because
the information available at the time
indicated that scup were behind the
rebuilding schedule. Because scup are
no longer considered to be behind
schedule, the additional precaution
recommended by the Council is no
longer necessary. NMFS considers the F
= 0.10 approach consistent with the
intent of the FMP pending the release of
the final DPWG report. When final
reports are issued for the DPWG and
scup stock status is officially updated
using the revised biological reference
points, NMFS may take additional
action to further modify the 2009 scup
specifications.

This rule implements a 15.54-million-
b (5,796-mt) scup TAC and an 11.18-
million-1b (4,170-mt) scup TAL. The
TAC is divided into commercial (78
percent) and recreational (22 percent)
allocations, in accordance with the
FMP; the respective discard estimates
are then subtracted to yield the
preliminary TAL. NMFS is not altering
the RSA amount contained in the
proposed rule because projects utilizing

that amount have already been subject
to NOAA Grants Office review and
preliminary approval. Therefore, after
deducting 220,200 1b (100 mt) of RSA
for the three conditionally selected
research projects, the initial TAL is a
commercial quota of 8,373,848 1b (3,123
mt) and a recreational harvest limit of
2,585,952 lb (965 mt). If a proposed
project is not approved by the NOAA
Grants Office, the research quota
associated with the disapproved
proposal will be restored to the scup
TAL through publication in the Federal
Register.

The commercial TAC, discards, and
TAL (commercial quota) are allocated
on a percentage basis to three quota
periods, as specified in the FMP: Winter
I (January—April)—45.11 percent;
Summer (May—October)—38.95 percent;
and Winter II (November—-December)—
15.94 percent. The recreational harvest
limit is allocated on a coastwide basis.
Consistent with the revised quota
setting procedures established for the
FMP (67 FR 6877, February 14, 2002),
scup overages are determined based
upon landings for the Winter I and
Summer 2008 periods, plus any
previously unaccounted for landings
from the 2007 Winter II period
(January—December 2007). Table 2
presents the final 2009 commercial scup
quota for each period and the reported
2008 landings for the 2008 Winter I and
Summer periods. There was no overage
of the Winter I quota; however, an
overage of 328,795 1b (149 mt) occurred
during the Summer period. An
additional 2,085 Ib (946 kg) that was
previously unaccounted for in the 2008
specifications quota adjustments for the
scup Summer period will be added to
the 2008 overage, resulting in a total
2009 Summer period quota deduction of
330,880 1b (150 mt).

On August 11, 2008 (73 FR 46554),
NMFS announced a transfer of
unharvested quota from the Winter I to
the Winter II 2008 quota period. Per the
quota accounting procedures, after June
30, 2009, NMFS will compile all
available landings data for the 2008
Winter II quota period and compare the
landings to the 2008 Winter II quota
period allocation, as adjusted by the
aforementioned transfer. Any overages
will be determined, and deductions, if
needed, will be made to the Winter II
2009 allocation and published in the
Federal Register.



Federal Register/Vol. 74, No. 1/Friday, January 2, 2009/Rules and Regulations 33

TABLE 2. SCUP PRELIMINARY 2008 COMMERCIAL LANDINGS BY QUOTA PERIOD

2008 Quota Reported 2008 Landings Preliminary Overages as of
through 10/31/08 10/31/08'

Quota Period b mt Ib mt Ib mt
Winter I 2,388,611 1,083 2,309,508 1,048 0 0
Summer 1,437,588 652 1,766,353 801 330,880 150
Winter 11 Overage adjustment, if necessary, occurs in 2009

Total 4,670,204 2,118 4,075,861 1,849 N/A N/A

Includes additional 2007 overage of 2,085 1b (946 kg) previously unaccounted for in 2008 specifications and

This final rule continues the status
quo Winter I period (January—April) per-
trip possession limit of 30,000 1b (13.6
mt), and a Winter II period (November—
December) initial per-trip possession
limit of 2,000 1b (907 kg). The Winter I

Table 3 presents the commercial scup
percent share, 2009 TAC, projected
discards, 2009 initial quota (with and
without the RSA deduction), overage
deductions (as necessary), and initial
possession limits, by quota period.

per-trip possession limit will be reduced
to 1,000 1b (454 kg) when 80 percent of
the commercial quota allocated to that
period is projected to be harvested.
BILLING CODE 3510-22-P



Federal Register/Vol. 74, No. 1/Friday, January 2, 2009/Rules and Regulations

34

"a]qearjdde JON=V/N

"Surpunoi 0) anp ppe A[LIBsS393U Jou Aetl pue spunod WoL PItISAUOd SB 3I8 SUO) SLISIA
"T31S135y [e1apa 2y} ul uonesyynou eia (pouad I 19juip 9y o3 ejonb | IajuIpy pasnun Jo I9JSURL) € YIIM UOHEIO0SSE

ur) pajsnipe oq Lew | uorssassod J] J9JUIA Y], ‘UOHEd0[[E S pouad Jey 3o Jusdiad (g Jo Juswurene uodn (8% $st) q1 000 1 03 doap [jim ] uolssassod | IaJUIp Y],

'$93e19A0 Jo uoneue|[dXa 10J | 3]qB L3S,

V/IN V/IN 86L°¢ | 8¥8€LES | VIN | VN € | 00Z°TPS'8 | €29°T | 00008S°€ | 86v°S | 00ZT'IZI‘TI | 0°001 ([e0L
L06 000T | S09 16LYEET | VIN | VIN 819 LOYI9ET | 65T Ts90Ls | 9L8 611°CE6°T | ¥6'S1 §m§
VIN V/IN 6TET | €€L°0€6°T | €581 | L16°566T | 60S°T | Lé6L'9zE'E | T€9 0I¥'v6€ T | ThIT | LOT1ZLY | S6'8¢ | Ioumung
809°€1 0000€ | €ILT | €v¥'LLL'E | VN | VIN 6vL1 | se6'Ts8e | TeL 8E6'VIOT | 08Y'C | €L8°L9%°S | 11'Sy | IJawmm
nu q STeus OLID,
3y ql o ql w qI w ar w al 1u90 potiad
rjond)
-19d
(dug 1) VSY pue sage1oaQ 1(8002/1¢€/01 yoreD
SIIUIT UOISSIsSSOd s3] rjond) paisnlpy y3noxy) roNQ [enIU] Spleasi(q d[qeMoO[[V [e10L
sage1aAQ ss9]
ejonQ [enruy

dONMAd V.LONO A9 6007 Y04 SNOILVIOTTV VIONO dNIS TVIOYININOD TVILINI "€ A1dV.L

b (680 kg) for each 500,000 1b (227 mt)
of unused Winter I period quota
transferred, up to a maximum

limit-to-rollover amount ratios that were
in place since the 2007 fishing year, as

shown in Table 4. The Winter II

Consistent with the unused Winter I

commercial scup quota rollover

BILLING CODE 3510-22-C

possession limit will increase by 1,500 possession limit of 8,000 1b (3,629 kg).

provisions at § 648.120(a)(3), this final
rule maintains the Winter II possession
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TABLE 4. POTENTIAL INCREASE IN WINTER I POSSESSION LIMITS BASED ON THE
AMOUNT OF SCUP ROLLED OVER FROM WINTER I TO WINTER II PERIOD

Initial Winter I Rollover from Winter I Increase in Final Winter II
Possession to Winter I Initial Winter I Possession Limit
Limit Possession after Rollover from
Limit Winter I to Winter II
Ib kg Ib mt Ib kg Ib kg
2,000 907 0-499,999 0-227 0 0 2,000 907
2,000 907 500,000-999,999 227-454 | 1,500 680 3,500 1,588
2,000 907 1,000,000-1,499,999 | 454-680 | 3,000 { 1,361 5,000 2,268
2,000 907 1,500,000-1,999,999 | 680-907 | 4,500 | 2,041 6,500 2,948
2,000 907 | 2,000,000-2,500,000 | 907-1,134 | 6,000 | 2,722 8,000 3,629

Black Sea Bass

This final rule implements the
specification contained in the October
28, 2008, proposed rule: A 2.3-million-
Ib (1,043-mt) black sea bass TAL. The
FMP specifies that the annual TAL is
allocated 49 percent to the commercial
sector and 51 percent to the recreational
sector. After deducting 69,000 lb (31 mt)
of RSA for the three conditionally
selected research projects, the TAL is
divided into a commercial quota of
1,093,190 1b (456 mt) and a recreational
harvest limit of 1,137,810 1b (516 mt).

If a proposed project is not approved
by the NOAA Grants Office, the research
quota associated with the disapproved
proposal will be restored to the black
sea bass TAL through publication in the
Federal Register. Consistent with the
revised quota setting procedures for the
FMP, black sea bass overages are
determined based upon landings for the
period January—September 2008, plus
any previously unaccounted for
landings from January—December 2007.
There were no overages for either
period; thus, no overage deduction
adjustment to the 2009 commercial
quota is necessary.

Comments and Responses

NMFS received three comments
during the comment period for the
October 28, 2008, proposed rule. One
commenter supported the proposed
summer flounder TAL and two
commenters supported the RSA projects
preliminarily approved for 2009.

Comment 1: An association that
advocates for recreational fisheries
objected to the RSA project approval
process. This commenter stated support

for the intent of the RSA program and
stated no specific objection to the 2009
preliminarily approved projects.

Response: The RSA approval process
is not part of the specification
rulemaking process. NMFS and the
Council work cooperatively each year to
identify research priorities and to
determine which submitted proposals
should be selected for eventual RSA
funding through the NOAA Grants
award process. The commenter’s letter
has been forwarded to both the
Northeast Fisheries Science Center
(NEFSC) and the Council’s Research
Steering Committee, as these groups are
involved in the annual RSA project
selection process and are better suited to
address the concerns raised.

Comment 2: One commenter stated
that a benchmark assessment is needed
for black sea bass and that the current
trawl index utilized is inadequate for
determining exploitable biomass.

Response: The most recent black sea
bass stock assessment was conducted in
2006 as part of the 43rd Northeast
Regional Stock Assessment Workshop
(SAW); this assessment was rejected by
the independent peer review body
because it did not provide an adequate
basis to evaluate stock status against the
biological reference points. The peer
reviewers did not recommend any other
reference points; thus, NMFS has
continued use of the biological reference
points contained in the FMP as the best
available scientific information. This
includes the index-based assessment
approach utilized to evaluate the status
of the stock for management purposes.

NMEFS agrees that black sea bass is a
data-poor stock and that the biology of

the fish makes assessments challenging.
Currently, staff from the NEFSC, NMFS
Northeast Regional Office, Council,
Commission, and academia are
conducting a series of working group
meetings for data-poor stocks, including
black sea bass, that may yield revised
biological reference points. Peer-review
of the working group recommendations
will occur in December 2008 and final
results are expected in late January or
early February 2009.

Comment 3: One commenter
supported the scup TAC, but disagreed
with the commercial discard estimate
utilized to derive the scup TAL.

Response: The discard estimates
provided by the NEFSC, derived from
at-sea observer data, are the only data
available to assess the magnitude of
scup discards in commercial fisheries.
As such, the estimates constitute the
best available scientific information,
consistent with National Standard 2.

The Council and the NEFSC work
cooperatively to prioritize observer
coverage through the annual Standard
Bycatch Reporting Methodology (SBRM)
consultation process; however, observer
resources are limited at this time. In
addition, a working group has been
formed that is composed of personnel
from both Northeast regional fishery
management councils and NMFS to
explore additional observer funding
options, including, but not limited to,
cost recovery, industry funding, and
alternative coverages such as video
monitoring, to increase the level of
observer coverage in some Northeast
Region fisheries.

Comment 4: One commenter
requested that the summer flounder
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recreational fishery be managed
separately from the commercial fishery
with each having separate Annual Catch
Limits (ACLs) and Accountability
Measures (AMs). Specifically, the
commenter requested that any
recreational fishery overage be taken
from the following year’s recreational
harvest limit as a pound-for-pound
overage repayment.

Response: Under the current FMP
structure, the commercial fishery has an
annual quota that is 60 percent of the
overall TAL. The recreational fishery
receives 40 percent of the TAL as a
recreational harvest limit. An
amendment to the FMP would be
required to enact the commenter’s
request. The Council is currently
beginning development of an
amendment to address ACLs and AMs
for the FMP. The Council may consider
having separate measures for
commercial and recreational fishing
modes and may also consider mode-
specific AMs, such as overage
repayment.

Comment 5: One commenter stated
that overages in the summer flounder
recreational fishery, wherein the annual
recreational harvest limit is exceeded,
compromises NMFS’s ability to estimate
probabilities for a given TAL’s success.
The commenter further suggests that
this makes the probabilities provided
inconsistent with the best available
scientific information.

Response: NMFS agrees that when the
basic assumptions involving the
probability calculations are violated, the
probability for achieving the annual
management target (i.e., success) can be
compromised. It is for this reason that
NMFS has been implementing only
annual TALs with a higher than 50-
percent probability of success when
stock rebuilding stalled in the mid-
2000s.

The 2008 summer flounder
benchmark assessment conducted by
the Southern Demersal Working Group
(SDWG) recommended a management
target (Fao percend and threshold (F3s
percend) @pproach. The rationale for this
approach is that setting an ACL on a
target allows for some amount of
imprecision wherein the catch may
result in an F above or below the target
roughly 50 percent of the time.
However, the catch should still remain
below the threshold level at which the
stock experiences overfishing. The
Council agreed with this
recommendation from the peer-
reviewed stock assessment and set the
2009 TAL using the F target, creating a
buffer between the 2009 projected F and
the overfishing level F of the F
threshold.

In addition, the Council
acknowledged that there is some degree
of imprecision in managing the summer
flounder fishery and elected to
recommend to NMFS a TAL that is
lower than the SSC’s recommendation
for Acceptable Biological Catch (ABC).
The reduction from the recommended
ABC of 19.5 million 1b (8,845 mt) to
18.45 million 1b (8,369 mt) was
deliberate, and designed to provide a
buffer for uncertainties such as
exceeding the recreational harvest limit.
NMFS agrees that utilization of an F
target approach in TAL setting, paired
with the additional risk-averse approach
of reducing TAL from ABC, should
provide a very high likelihood that
overfishing will not occur in 2009.

Specific management measures
designed to constrain recreational
harvest to the 2009 recreational harvest
limit will be developed by the Council
and Commission in December. NMFS
agrees that it is of paramount
importance that such measures be
sufficient to ensure that the recreational
harvest limit is not exceeded.

Classification

The Administrator, Northeast Region,
NMEFS, determined that this final rule is
necessary for the conservation and
management of the summer flounder,
scup, and black sea bass fisheries and
that it is consistent with the Magnuson-
Stevens Act and other applicable laws.

The Assistant Administrator for
Fisheries, NOAA, finds good cause
under 5 U.S.C. 553(d)(3) to waive the
30-day delayed effectiveness period for
this rule, to ensure that the final
specifications are in place on January 1,
2009. This action establishes
specifications (i.e., annual quotas) for
the summer flounder, scup, and black
sea bass fisheries and possession limits
for the commercial scup fishery.

Preparation of the proposed rule was
dependent on the submission of the EA/
RIR/IRFA in support of the
specifications which is developed by
the Council. This document was
received by NMFS in the last days of
September 2008. Documentation in
support of the Council’s recommended
specifications is required for NMFS to
provide the public with information
from the environmental and economic
analyses as required in rulemaking. The
proposed rule published on October 28,
2008, with a 15-day comment period
ending November 12, 2008. Publication
of the adjusted summer flounder quota
at the start of the fishing year that begins
January 1, 2009, is required by the order
of Judge Robert Doumar in North
Carolina Fisheries Association v. Daley.

If the 30-day delay in effectiveness
were to be required, the lack of effective
quota specifications on January 1, 2009,
would present significant difficulties to
both NMFS and individual states who
manage these species cooperatively
through the Commission. The summer
flounder, scup, and black sea bass
fisheries are all expected, based on
historic participation and harvest
patterns, to be very active at the start of
the fishing season in 2009. Individual
states would be unable to set
commercial possession and/or trip
limits which apportion the catch over
the entirety of the calendar year. NMFS
would be unable to control harvest in
any way as there would be no quotas in
place for any of the three species until
the regulations are effective. NMFS
would be unable to control harvest or
close the fishery should landings exceed
the quotas. In addition, the Delaware
summer flounder fishery would be open
for fishing but in a negative quota
situation. All of these factors would
result in a race for fish wherein
uncontrolled landings would occur.
Disproportionately large harvest
occurring within the first weeks of 2009
would have distributional effects on
other quota periods and would
disadvantage some gear sectors or
owners and operators of smaller vessels
that typically fish later in the fishing
season. There is no historic precedent
by which to gauge the magnitude of
harvest that might occur should quotas
for these three species not be in place
during the first weeks of 2009. It is
reasonable to conclude that the
commercial fishing fleet possesses
sufficient capacity to exceed the
established quotas for these three
species before the regulations would
become effective, should quotas not be
in place on January 1, 2009. Should this
occur, the stock rebuilding objectives for
all three species rebuilding plans would
be compromised.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866 because this
action contains no implementing
regulations.

This final rule does not duplicate,
conflict, or overlap with any existing
Federal rules.

This FRFA was prepared pursuant to
5 U.S.C. 604(a), and incorporates the
IRFA, a summary of the significant
issues raised by the public comments in
response to the IRFA, NMFS’s responses
to those comments, and a summary of
the analyses completed to support the
action. A copy of the EA/RIR/IRFA is
available from the Council (see
ADDRESSES).
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The preamble to the proposed rule
included a detailed summary of the
analyses contained in the IRFA, and that
discussion is not repeated here.

Final Regulatory Flexibility Analysis

Statement of Objective and Need

A description of the reasons why this
action is being taken, and the objectives
of and legal basis for this final rule are
contained in the preambles to the
proposed rule and this final rule and are
not repeated here.

Summary of Significant Issues Raised in
Public Comments

No changes to the proposed rule were
required to be made as a result of public
comments as most of the comments did
not address specific issues in this
rulemaking or the economic analyses
summarized in the IRFA. For a
summary of the comments received, and
the responses thereto, refer to the
“Comments and Responses” section of
this preamble.

Description and Estimate of Number of
Small Entities to Which the Rule Will
Apply

The categories of small entities likely
to be affected by this action include
commercial and charter/party vessel
owners holding an active Federal
commercial or charter/party permit for
summer flounder, scup, or black sea
bass, as well as owners of vessels that
fish for any of these species in state
waters. The Council estimates that the
2009 quotas could affect 2,263 vessels
that held a Federal summer flounder,
scup, and/or black sea bass permit in
2007, the most recent year for which
complete permit data exists. The more
immediate impact of this final rule will
likely be felt by the 891 vessels that
actively participated (i.e., landed these
species) in these fisheries in 2007.

Description of Projected Reporting,
Recordkeeping, and Other Compliance
Requirements

No additional reporting,
recordkeeping, or other compliance
requirements are included in this final
rule.

Description of the Steps Taken to
Minimize Economic Impact on Small
Entities

Specification of commercial quotas
and possession limits is constrained by
the conservation objectives set forth in
the FMP and implemented at 50 CFR
part 648 under the authority of the
Magnuson-Stevens Act. Economic
impacts of reduced quota specifications,
which reduce the number of fish that
may be taken by participants of both

commercial and recreational fisheries,
may be offset by adjustments to such
measures as commercial fish sizes,
changes to mesh sizes, gear restrictions,
or possession and trip limits that may
increase efficiency or value of the
fishery. For 2009, no such adjustments
were recommended by the Council;
therefore, this final rule contains no
such measures. Therefore, the economic
impact analysis of the action is
evaluated solely on the different levels
of quota specified in the alternatives.
The ability of NMFS to minimize
economic impacts for this action is
constrained to approving quota levels
that provide the maximum availability
of fish while still ensuring that the
required objectives and directives of the
FMP, its implementing regulations, and
the Magnuson-Stevens Act, particularly
the stock rebuilding requirements of all
three species rebuilding plans, are met.
The economic analysis for the 2009
specification assessed the impacts for
quota alternatives that achieve the
aforementioned objectives. The no
action alternative, wherein no quotas
are established for 2009, was excluded
from analysis because it is not
consistent with the goals and objectives
of the FMP and the Magnuson-Stevens
Act. Implementation of the no action
alternative in 2009 would substantially
complicate the approved management
programs for these three species. NMFS
is required under the FMP’s
implementing regulations to specify and
implement a TAL (and TAC for scup)
for these fisheries on an annual basis.
The no action alternative would result
in no TAL (and no scup TAC) for 2009,
and would likely result in overfishing of
the resources and substantially
compromise the stock rebuilding and/or
mortality objectives for each species.
Furthermore, Alternative 2 from the
Council’s analysis contains the most
restrictive TAL options (i.e., the lowest
catch levels). While this alternative
would achieve the required objectives
for all three species, it carries the
highest potential negative impact on
small entities in the form of foregone
fishing opportunity. Alternative 2 was
not preferred by the Council or NMFS
because other alternatives considered
have lower impacts on small entities
while achieving the stated objectives of
the 2009 specification process.
Alternative 3 (least restrictive quotas;
highest catch levels) would produce the
smallest impact on small entities. For
summer flounder, the Alternative 3 TAL
was consistent with the Council’s SSC
recommendation for ABC. The Council
expressed concerns that setting the TAL
equal to ABC would not provide any
leeway for implementation imprecision,

and that the summer flounder stock has
only 4 years remaining to achieve the
rebuilding biomass objective. NMFS
agrees that setting TAL equal to ABC
while the stock is under a rebuilding
plan and not yet rebuilt is not the most
prudent course of action. For black sea
bass, the Alternative 3 measures would
retain the status quo. The black sea bass
TAL under this alternative would be
inconsistent with the rebuilding plan
because the resulting landings level
would be higher than permitted under
the rebuilding plan’s fishing mortality
calculation. Therefore, while the
summer flounder and black sea bass
TALs of Alternative 3 may mitigate
economic impacts on small entities by
providing greater harvest opportunities,
both the Council and NMFS find the
resulting harvest levels to be
inconsistent with the goals and
objectives of the annual specifications
and stock rebuilding programs.

Through this final rule, NMFS
implements the summer flounder and
black sea bass TALs contained in
Alternative 1, the Council’s preferred
alternatives, which consist of the quota
alternatives with an intermediate level
economic impacts to small entities
when compared to Alternatives 2 and 3
for those two species. NMFS also
implements scup TAL Alternative 3, the
least restrictive alternative analyzed by
the Council, for the reasons outlined in
the preamble to this rule (i.e., change in
stock status resulting from the DPWG
findings in the interim months between
the Council’s recommendation and this
final rule). Scup TAL Alternative 3 has
the lowest economic impact to small
entities when compared to Alternatives
1 and 2. Relative to 2008, the 2009
commercial quotas and recreational
harvest measures in this action would
result in the following TAL changes for
the commercial and recreational sectors:

(1) A 17.0-percent increase for
summer flounder;

(2) a 52.3-percent increase for scup;
and

(3) a 52.0-percent decrease for black
sea bass.

TAL Alternatives 1 for summer
flounder and black sea bass were
selected because they satisfy NMFS’s
obligation to implement specifications
that are consistent with the goals,
objectives, and requirements of the
FMP, its implementing regulations, and
the Magnuson-Stevens Act. TAL
Alternative 3 for scup was selected
because it allows for an increase of the
2009 specifications above the level
contained in the Council’s
recommended scup Alternative 1 and
endorsed by NMFS in the proposed rule
in reaction to the most recent peer-
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reviewed information regarding stock
status. This stock status information was
not available when the Council
deliberated 2009 TAL options in
August, nor was the information
available when NMFS published the
proposed rule in October. The DPWG
concluded its work in early December.
As previously stated in the preamble,
when final DPWG reports regarding
stock are available in early 2009, NMFS
may take additional action to modify the
2009 scup specifications implemented
by this final rule. The Alternative 1 TAL
for summer flounder is sufficiently risk-
averse, providing a high probability that
the rebuilding F rate and an even higher
probability that the overfishing
threshold (F3s percent) Will not be
exceeded in 2009. Given the regulatory
and statutory requirements, Alternative
1 minimizes, to the extent practicable,
the economic impacts on small entities
that participate in the summer flounder
fishery. The black sea bass quota in
Alternative 1 was selected because it is
consistent with the TAL calculation
methodology of the rebuilding plan and
results in a measure that will adequately
constrain harvest in 2009, and provide
continued rebuilding of the overfished
stock. The scup TAL contained in
Alternative 3 provides the maximum
harvest level analyzed by the Council
and is consistent with the revised stock
status information verbally endorsed for
management advice by the DPWG peer
review panel. In addition, the scup
Alternative 3 TAL remains consistent
with F rate contained in the
Amendment 14 scup rebuilding plan,
which remains effective until formal
advice is conveyed in the final DPWG
reports.

The revenue decreases associated
with the RSA program are expected to
be minimal, and are expected to yield
important benefits associated with
improved fisheries data. It should also
be noted that fish harvested under the
RSA program would be sold, and the
profits would be used to offset the costs
of research. As such, total gross
revenues to the industry will not
decrease substantially, if at all, as a
result of this final rule authorizing RSA
for 2009.

Small Entity Compliance Guide

Section 212 of the Small Business
Regulatory Enforcement Fairness Act of
1996 states that, for each rule or group
of related rules for which an agency is
required to prepare a FRFA, the agency
shall publish one or more guides to
assist small entities in complying with
the rule, and shall designate such
publications as “‘small entity
compliance guides.” The agency shall

explain the actions a small entity is
required to take to comply with a rule
or group of rules. As part of this
rulemaking process, a small entity
compliance guide will be sent to all
holders of Federal permits issued for the
summer flounder, scup, and black sea
bass fisheries. In addition, copies of this
final rule and guide (i.e., permit holder
letter) are available from NMFS (see
ADDRESSES) and at the following Web
site: http://www.nero.noaa.gov.

Authority: 16 U.S.C. 1801 et seq.

Dated: December 24, 2008.
John Oliver,

Deputy Assistant Administrator for
Operations, National Marine Fisheries
Service.

[FR Doc. E8-31236 Filed 12—-31-08; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679
[Docket No. 071106673—-8011-02]
RIN 0648-XM47

Fisheries of the Exclusive Economic
Zone Off Alaska; Inseason Adjustment
to the 2009 Bering Sea Pollock Total
Allowable Catch Amount

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; inseason
adjustment; request for comments.

SUMMARY: NMFS is adjusting the 2009
total allowable catch amount (TAC) for
the Bering Sea pollock fishery. This
action is necessary because NMFS has
determined this TAC is incorrectly
specified. This action will ensure the
Bering Sea pollock TAC does not exceed
the appropriate amount based on the
best available scientific information for
pollock in the Bering Sea subarea. This
action is consistent with the goals and
objectives of the Fishery Management
Plan for Groundfish of the Bering Sea
and Aleutian Islands Management Area
(FMP).
DATES: Effective 1200 hrs, Alaska local
time (A.L.t.), December 29, 2008,
through 2400 hrs, A.l.t., December 31,
2009, unless otherwise modified or
superceded through publication of a
notification in the Federal Register.
Comments must be received at the
following address no later than 4:30
p.m., A.Lt., December 29, 2008.

ADDRESSES: Send comments to Sue
Salveson, Assistant Regional
Administrator, Sustainable Fisheries
Division, Alaska Region, NMFS, Attn:
Ellen Sebastian. You may submit
comments, identified by “RIN 0648—
XM47,” by any one of the following
methods:

e Electronic Submissions: Submit all
electronic public comments via the
Federal eRulemaking Portal website at
http://www.regulations.gov.

e Mail: P. O. Box 21668, Juneau, AK
99802.

e Fax: (907) 586—7557.

eHand delivery to the Federal
Building: 709 West 9th Street, Room
420A, Juneau, AK.

All comments received are a part of
the public record and will generally be
posted to http://www.regulations.gov
without change. All Personal Identifying
Information (e.g., name, address)
voluntarily submitted by the commenter
may be publicly accessible. Do not
submit Confidential Business
Information or otherwise sensitive or
protected information.

NMFS will accept anonymous
comments (enter N/A in the required
fields, if you wish to remain
anonymous). Attachments to electronic
comments will be accepted in Microsoft
Word, Excel, WordPerfect, or Adobe
portable document file (pdf) formats
only.

FOR FURTHER INFORMATION CONTACT:
Mary Furuness, 907-586—7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
Bering Sea and Aleutian Islands (BSAI)
according to the FMP prepared by the
North Pacific Fishery Management
Council (Council) under authority of the
Magnuson—Stevens Fishery
Conservation and Management Act.
Regulations governing fishing by U.S.
vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

The 2009 pollock TAC in the Bering
Sea subarea was set at 1,000,000 metric
tons (mt) by the 2008 and 2009 harvest
specification for groundfish in the BSAI
(73 FR 10160, February 26, 2008).

In December 2008, the Council
recommended a 2009 pollock TAC of
815,000 mt for the Bering Sea subarea.
This amount is less than the 1,000,000
mt established by the final 2008 and
2009 harvest specification for
groundfish in the BSAI (73 FR 10160,
February 26, 2008). The TAC
recommended by the Council is based
on the Stock Assessment and Fishery
Evaluation report (SAFE), dated
November 2008, which NMFS has
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Sea pollock TAC is incorrectly
specified. Consequently, the Regional
Administrator is adjusting the 2009
pollock TAC to 815,000 mt in the Bering
Sea subarea.

Pursuant to §679.20(a)(5), Table 3 of
the final 2008 and 2009 harvest
specifications for groundfish in the
Administrator), has determined that, BSAI (73 FR 10160, February 26, 2008)
based on the November 2008 SAFE is revised for the 2009 pollock TACs
report for this fishery, the current Bering consistent with this adjustment.

of extinction or adverse modification of
critical habitat for Steller sea lions. The
regulations at § 679.20(a)(5)(1)(A) specify
how the pollock TAC shall be
apportioned.

In accordance with
§679.25(a)(2)(i)(B), the Administrator,
Alaska Region, NMFS (Regional

determined is the best available
scientific information for this fishery.
Steller sea lions occur in the same
location as the pollock fishery and are
listed as endangered under the
Endangered Species Act (ESA). Pollock
is a principal prey species for Steller sea
lions in the BSAIL The seasonal
apportionment of pollock harvest is
necessary to ensure the groundfish
fisheries are not likely to cause jeopardy

TABLE 3—2008 AND 2009 ALLOCATIONS OF POLLOCK TACS TO THE DIRECTED POLLOCK FISHERIES AND
TO THE CDQ DIRECTED FISHING ALLOWANCES (DFA)?

[Amounts are in metric tons]

2008 2008 2009 2009
2008 A season’ B season? 2009 A season' B season?
Area and sector Allocations Allocations
A season SCA har- B season A season SCA har- B season
DFA vest limit2 DFA DFA vest limit2 DFA
Bering Sea subarea 1,000,000 n/a n/a n/a 815,000 n/a n/a n/a
CDQ DFA 100,000 40,000 28,000 60,000 81,500 32,600 22,820 48,900
ICA1 31,500 n/a n/a n/a 25,673 n/a n/a n/a
AFA Inshore 434,250 173,700 121,590 260,550 353,914 141,566 99,096 212,348
AFA Catcher/Processors3 347,400 138,960 97,272 208,440 283,131 113,252 79,277 169,879
Catch by C/Ps 317,871 127,148 n/a 190,723 259,065 103,626 n/a 155,439
Catch by CVs3 29,529 11,812 n/a 17,717 24,066 9,626 n/a 14,440
Unlisted C/P Limit4 1,737 695 n/a 1,042 1,416 566 n/a 849
AFA Motherships 86,850 34,740 24,318 52,110 70,783 28,313 19,819 42,470
Excessive Harvesting Limit® 151,988 n/a n/a n/a 123,870 n/a n/a n/a
Excessive Processing Limit® 260,550 n/a n/a n/a 212,348 n/a n/a n/a
Total Bering Sea DFA 868,500 347,400 243,180 521,099 707,829 283,130 198,192 424,697
Aleutian Islands subarea’ 19,000 n/a n/a n/a 19,000 n/a n/a n/a
CDQ DFA 1,900 760 n/a 1,140 1,900 760 n/a 1,140
ICA 1,600 800 n/a 800 1,600 800 n/a 800
Aleut Corporation 15,500 15,500 n/a 0 15,500 15,500 n/a 0
Bogoslof District ICA7 10 n/a n/a n/a 10 n/a n/a n/a

1Pursuant to §679.20(a)(5)(i)(A), the Bering Sea subarea pollock, after subtraction for the CDQ DFA (10 percent) and the ICA (3.5 percent), is
allocated as a DFA as follows: inshore sector — 50 percent, catcher/processor sector (C/P) — 40 percent, and mothership sector — 10 percent. In
the Bering Sea subarea, 40 percent of the DFA is allocated to the A season (January 20—June 10) and 60 percent of the DFA is allocated to the
B season (June 10—November 1). Pursuant to § 679.20(a)(5)(iii)(B)(2)(/) and (ii), the annual Al pollock TAC, after subtracting first for the CDQ di-
rected fishing allowance (10 percent) and second the ICA (1,600 mt), is allocated to the Aleut Corporation for a directed pollock fishery. In the Al
subarea, the A season is allocated 40 percent of the ABC and the B season is allocated the remainder of the directed pollock fishery.

2In the Bering Sea subarea, no more than 28 percent of each sector’'s annual DFA may be taken from the SCA before April 1. The remaining
12 percent of the annual DFA allocated to the A season may be taken outside of SCA before April 1 or inside the SCA after April 1. If less than
28 percent of the annual DFA is taken inside the SCA before April 1, the remainder will be available to be taken inside the SCA after April 1.

3Pursuant to §679.20(a)(5)(i)(A)(4), not less than 8.5 percent of the DFA allocated to listed catcher/processors shall be available for harvest
only by eligible catcher vessels delivering to listed catcher/processors.

4Pursuant to §679.20(a)(5)(i)(A)(4)(ii)), the AFA unlisted catcher/processors are limited to harvesting not more than 0.5 percent of the catcher/
processors sector’s allocation of pollock.

TIPull;slu)ail:rR to §679.20(a)(5)(i)(A)(6), NMFS establishes an excessive harvesting share limit equal to 17.5 percent of the sum of the non—-CDQ
polloc S.

SPursuant to §679.20(a)(5)(i)(A)(7), NMFS establishes an excessive processing share limit equal to 30.0 percent of the sum of the non-CDQ
pollock DFAs.

7“The Bogoslof District is closed by the final harvest specifications to directed fishing for pollock. The amounts specified are for ICA only and
are not apportioned by season or sector.

Classification impracticable and contrary to the public
interest as it would prevent NMFS from

responding to the most recent fisheries

time for prior public comment would
result in conservation concerns for the

This action responds to the best ESA-listed Steller sea lions.

available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
impracticable and contrary to the public
interest. This requirement is

data in a timely fashion and would
allow for harvests that exceed the
appropriate allocations for pollock
based on the best scientific information
available. NMFS was unable to publish
a notice providing time for public
comment because the most recent,
relevant data only became available as
of December 19, 2007, and additional

The AA also finds good cause to
waive the 30-day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

Under §679.25(c)(2), interested
persons are invited to submit written
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comments on this action to the above
address until January 13, 2008.

This action is required by § 679.22
and §679.25 and is exempt from review
under Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: December 24, 2008.
Alan D. Risenhoover,

Director, Office of Sustainable Fisheries,
National Marine Fisheries Service.

[FR Doc. E8-31224 Filed 12—-29-08; 4:15 pm]|
BILLING CODE 3510-22-S
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Part 424

[CMS—6006—F]
RIN 0938-A084

Medicare Program; Surety Bond
Requirement for Suppliers of Durable
Medical Equipment, Prosthetics,
Orthotics, and Supplies (DMEPOS)

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Final rule.

SUMMARY: Consistent with section
4312(a) of the Balanced Budget Act of
1997 (BBA), this final rule implements
section 1834(a)(16) of the Social
Security Act (the Act) by requiring
certain Medicare suppliers of durable
medical equipment, prosthetics,
orthotics and supplies (DMEPOS) to
furnish CMS with a surety bond.

DATES: Effective Date: These regulations
are effective on March 3, 2009.

FOR FURTHER INFORMATION CONTACT:
Frank Whelan, (410) 786—-1302.

SUPPLEMENTARY INFORMATION:
I. Background
A. General and Legislative History

Medicare services are furnished by
two types of entities—providers and
suppliers. At §400.202, “provider” is
defined as a hospital, a critical access
hospital (CAH), a skilled nursing
facility, a comprehensive outpatient
rehabilitation facility, a home health
agency (HHA), or a hospice that has in
effect an agreement to participate in
Medicare, or a clinic, a rehabilitation
agency, or a public health agency that
has in effect a similar agreement but
only to furnish outpatient physical
therapy or speech pathology services, or
a community mental health center that
has in effect a similar agreement but
only to furnish partial hospitalization
services. The term “provider” is also
defined in sections 1861(u) and 1866(e)
of the Social Security Act (the Act).

The term “supplier” is defined at
section 1861(d) of the Act and includes
an entity that furnishes durable medical
equipment, prosthetics, orthotics, and
suppliers (DMEPOS). Other supplier
categories may include, for example,
physicians, nurse practitioners (NPs),
and physical therapists. The term
“DMEPOS” encompasses the types of
items included in the definition of
medical equipment and supplies found

at section 1834(j)(5) of the Act. As used
in this final rule, the term “supplier”
refers only to a supplier of DMEPOS.

For purposes of the DMEPOS supplier
standards, the term “DMEPOS supplier”
is defined in §424.57(a) as an entity or
individual, including a physician or
Part A provider, that sells or rents Part
B covered DMEPOS items to Medicare
beneficiaries and that meets the
DMEPOS supplier standards. Those
individuals or entities that do not
furnish DMEPOS items but furnish
other types of health care services only
(for example, physician services or NP
services) would not be subject to this
requirement.

B. Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPOS)

1. Durable Medical Equipment

The term DME is defined at section
1861(n) of the Act. This definition, in
part, excludes from coverage as DME
those items furnished in skilled nursing
facilities and hospitals (equipment
furnished in those facilities is paid for
as part of their routine or ancillary
costs). Also, the term “DME” is
included in the definition of “medical
and other health services” found at
section 1861(s)(6) of the Act.
Furthermore, the term is defined in
§414.202 as equipment furnished by a
supplier or a HHA that—

(1) Can withstand repeated use;

(2) Is primarily and customarily used
to serve a medical purpose;

(3) Generally is not useful to an
individual in the absence of an illness
or injury; and

(4) Is appropriate for use in the home.
Examples of DMEPOS supplies include
items such as blood glucose monitors,
hospital beds, nebulizers, oxygen
delivery systems, and wheelchairs.

2. Prosthetic Devices

Prosthetic devices are included in the
definition of “medical and other health
services’’ under section 1861(s)(8) of the
Act. Prosthetic devices are defined in
this section of the Act as “devices (other
than dental) which replace all or part of
an internal body organ (including
colostomy bags and supplies directly
related to colostomy care), including
replacement of such devices, and
including one pair of conventional
eyeglasses or contact lenses furnished
subsequent to each cataract surgery with
insertion of an intraocular lens.”” Other
examples of prosthetic devices include
cardiac pacemakers, cochlear implants,
electrical continence aids, electrical
nerve stimulators, and tracheostomy
speaking valves. Under section

1834(h)(4)(B) of the Act, prosthetic
devices do not include parenteral and
enteral nutrition nutrients and
implantable items payable under section
1833(t) of the Act.

3. Orthotics and Prosthetics

Section 1861(s)(9) of the Act provides
for the coverage of “‘leg, arm, back, and
neck braces, and artificial legs, arms,
and eyes, including replacements if
required because of a change in the
patient’s physical condition.” As
indicated by section 1834(h)(4)(C) of the
Act, these items are often referred to as
“orthotics and prosthetics.”

4. Supplies

Section 1861(s)(5) of the Act includes
“surgical dressings, splints, casts, and
other devices used for reduction of
fractures and dislocation” as one of the
“medical and other health services” that
is covered by Medicare. Other items that
may be furnished by suppliers would
include (among others):

e Prescription drugs used in
immunosuppressive therapy furnished
to an individual who receives an organ
transplant for which payment is made
under this title, and that are furnished
within a certain time period after the
date of the transplant procedure as
noted at section 1861(s)(2)(j) of the Act.

e Extra-depth shoes with inserts or
custom molded shoes with inserts for an
individual with diabetes as listed at
section 1861(s)(12) of the Act.

e Home dialysis supplies and
equipment, self-care home dialysis
support services, and institutional
dialysis services and supplies included
at section 1861(s)(2)(F) of the Act.

e Oral drugs prescribed for use as an
anticancer therapeutic agent as specified
in section 1861(s)(2)(Q) of the Act.

¢ Self-administered erythropoietin as
described in section 1861(s)(2)(0) of the
Act.

C. The January 20, 1998 Proposed Rule

In the Medicare Program; Additional
Supplier Standards proposed rule
published in the January 20, 1998
Federal Register (63 FR 2926), we
proposed to reflect the changes made to
section 1834 of the Act by section
4312(a) of the Balanced Budget Act of
1997 (BBA) (Pub. L. 105-33). (Section
4312(a) of the BBA amended section
1834(a) of the Act by adding paragraph
(a)(16)(B), which requires a DME
supplier to provide us, on a continuing
basis, with a surety bond of at least
$50,000, as a condition of the issuance
or renewal of a provider number.
Section 1834(a)(16) of the Act, as
amended by section 4312(c) of the BBA,
further provides that we may also
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require a surety bond from some or all
providers or suppliers who furnish
items or services under Medicare Part A
or Part B.) In the January 20, 1998
proposed rule, we also proposed that for
each tax identification number (TIN) for
which a supplier billing number is
issued, a DMEPOS supplier must obtain
a surety bond in an amount not less
than $50,000.

On October 11, 2000, we published a
final rule titled, “Medicare Program;
Additional Supplier Standards (HCFA—
6004—FC)” in the Federal Register (65
FR 60366). However, as we stated in the
October 11, 2000 final rule with
comment that we decided not to
incorporate the provisions related to
surety bonds into this final rule with
comment, but rather issue the surety
bond provisions as a proposed rule at a
future date.

In 2003, the Congress enacted section
902 of the Medicare Prescription Drug,
Improvement, and Modernization Act of
2003 (Pub. L. 108-173) (MMA) which
prohibits the Secretary from finalizing a
proposed rule related to Title 18 that
was published more than 3 years earlier
except under exceptional
circumstances. In light of section 902 of
MMA and our previous decision to
issue a proposed rule, we published a
proposed rule titled, “Medicare
Program; Surety Bond Requirement for
Suppliers of Durable Medical
Equipment, Prosthetics, Orthotics, and
Supplies” (DMEPOS) (CMS-6006—P) in
the Federal Register (72 FR 42001) on
August 1, 2007.

II. Provisions of the Proposed
Regulations

In the August 1, 2007 Federal
Register (72 FR 42001), we proposed to
implement the statutory surety bond
requirement set forth in section
1834(a)(16)(B) of the Act.

Given the lapse in time between the
statutory effective date (that is, section
1834 of the Act was amended by section
4312(a) of the BBA enacted on August
5, 1997) and the date of the proposed
rule, we proposed to adjust the amount
of the surety bond from $50,000 in 1997
by the Consumer Price Index (CPI)
resulting in a higher surety bond
amount. In doing so, we proposed to
adjust the initial surety bond amount of
$50,000 by the CPI and calculated that
a $50,000 surety bond in 1997 would
equate to a surety bond value of
$64,907.17 in 2007. Further, we
rounded the calculated value of
$64,907.17 to the nearest thousand to
derive a surety bond amount of $65,000.
We proposed that establishing a $65,000
surety bond for DMEPOS suppliers
would: (1) Limit the Medicare program

risk to fraudulent DME suppliers; (2)
enhance the Medicare enrollment
process to help ensure that only
legitimate DME suppliers are enrolled or
are allowed to remain enrolled in the
Medicare program; (3) ensure that the
Medicare program recoups erroneous
payments that result from fraudulent or
abusive billing practices by allowing
CMS or its designated contractor to seek
payments from a surety up to the penal
sum; and (4) help ensure that Medicare
beneficiaries receive products and
services that are considered reasonable
and necessary from legitimate DME
suppliers.

In §424.57(a), we proposed to define
the following terms as they are used
throughout the regulation in the context
of the surety bond requirements:

e Assessment.

e Authorized Surety.

¢ Civil money penalty.

e Government-Operated Suppliers.

o National Supplier Clearinghouse
(NSQ).

e Penal Sum.

Rider.

Sufficient evidence.
Surety bond.
Unauthorized Surety.
Unpaid claim.

Although we proposed to define
“unauthorized surety”, we clarified that
we did not envision that we would need
to declare a surety to be unauthorized
except on rare occasions. We anticipate
that virtually every surety would
provide us, upon written request,
information needed to verify the
identity of a bondholder, the effective
date of the bond, and proof that the
surety issued the bond as represented by
the supplier. However, if a surety fails
to comply with our request for this
information, we would consider that
surety as unauthorized to provide bonds
to DMEPOS suppliers seeking
enrollment in the Medicare program.
We believe that without this provision,
some sureties may not be inclined to
provide information we need on a
timely basis.

Furthermore, a surety is unauthorized
if it had previously failed to comply
with a reasonable request from us for
payment against a bond. An example of
a reasonable request would be a request
in writing, signed by an official of CMS
or its representatives, or documentation
about the amount payable by the
supplier. This provision would allow us
to take action to prevent a surety from
issuing a bond to a Medicare DMEPOS
supplier in cases where we have
determined that the surety failed to
meet its obligations to the Medicare
program.

In §424.57, we proposed to add new
(c)(26). Specifically, we proposed that—

e Section 424.57(c)(26) would specify
the requirements for a DMEPOS
supplier seeking to become a Medicare-
enrolled DMEPOS supplier.

e Section 424.57(c)(26)(i) would
clarify the minimum requirements for a
DMEPOS supplier. We specified that
each Medicare-enrolled DMEPOS
supplier must obtain a surety bond for
each National Provider Identifier (NPI)
from an authorized surety. The surety
bond or government security would
have had to be in the amount of $65,000
and in the form specified by the
Secretary. While we proposed to adjust
the amount of the surety bond from
$50,000 in 1997 by the CPI and
calculate a higher surety bond amount
of $65,000 in 2007, we did not propose
to adjust the base surety bond amount
by the CPI annually thereafter. However,
we would consider whether any
additional adjustments (increase or
decrease) in the base bond amount are
necessary through a future rulemaking
effort.

e Section 424.57(c)(26)(1)(A) would
specify that a DMEPOS supplier must
submit a surety bond with its initial
paper or electronic Medicare enrollment
application (CMS-855S, OMB Number
0938-0685) or with its paper or
electronic revalidation or reenrollment
application.

e Section 424.57(c)(26)(1)(B) would
specify how a change of ownership
interest affects the DMEPOS supplier.

e Section 424.57(c)(26)(1)(C) would
specify that a DMEPOS supplier seeking
to enroll a new location must obtain a
new surety bond for this new location
since this new location is also required
to be enumerated with a unique NPL

e Section 457.57(c)(26)(ii) would
establish an exception to the bond
requirement for a DMEPOS supplier
operated by a Federal, State, local, or
tribal government agency if the DME
supplier has provided CMS with a
comparable surety bond required under
State law and if the supplier does not
have any unpaid claims, civil money
penalties (CMPs), or assessments.
However, a government-operated
supplier that did not qualify for an
exception would have to submit a surety
bond. We have determined that an
exception to the surety bond
requirement for government-operated
suppliers extends only to those
suppliers that have a good history of
paying their Medicare debts. The basis
for this exception is principally that
government-operated suppliers have the
power to tax; therefore, it is unlikely
that these DMEPQOS suppliers will be
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unable to pay their Medicare debts.
Thus, government-operated DMEPOS
suppliers, by their public nature,
furnish a comparable or greater
guarantee of payment than would be
afforded us by a surety bond issued by
a private surety.

Also, a supplier operating under a
contract with a government agency but
not owned and staffed by the
government would not qualify for this
exception. Our experience with
previously published rules suggests that
a government-operated entity would
timely pay their Medicare debts (see the
HHA surety bond final rule published in
the Federal Register on January 5, 1998
(63 FR 315); amended by a final rule
published in the Federal Register on
March 4, 1998 (63 FR 10731); a final
rule published in the Federal Register
on June 1, 1998 (63 FR 29656); and a
final rule published in the Federal
Register on July 21, 1998 (63 FR
41171)).

e We solicited comments on whether
to establish exceptions for certain types
of suppliers. Specifically, we solicited
the following comments:

+ Whether we should consider
establishing an exception to the surety
bond requirement for certain physicians
and nonphysician practitioners (NPPs),
such as those that occasionally furnish
DMEPOS items for the convenience of
their patients. While we sought
comments about establishing an
exception for physicians and NPPs, we
were not certain about the scope of the
exception that should be established for
physicians and NPPs. As such, we
solicited comments on how to identify
whether a physician or NPP should be
given an exception to the surety bond
requirement. We also solicited
comments on any other appropriate
criteria that we should use when
considering the establishment of an
exception to this requirement for certain
physicians and NPPs.

+ Whether we should establish an
exception to the surety bond
requirement for licensed pharmacists
who furnish DMEPOS items for the
convenience of their patients and any
other appropriate criteria that we should
consider in establishing an exception to
this requirement for licensed
pharmacists.

+ Any other appropriate criteria that
we should consider in establishing an
exception to this requirement for these
types of suppliers.

+ Whether we should establish an
exception to the surety bond
requirement for large, publicly traded
chain suppliers of DMEPOS and on any
appropriate criteria that we should

consider in waiving this requirement for
these types of suppliers.

+ The appropriate criteria that we
may use for establishing exceptions for
other types of DMEPOS suppliers from
the requirement to purchase a surety
bond.

e Section 424.57(c)(26)(iii) would
specify the terms of a bond submitted by
a DMEPOS supplier.

e Section 424.57(c)(26)(iv) would
specify additional DMEPOS supplier
bond requirements and would specify
the surety’s liability under the bond for
unpaid claims, CMPs, or assessments
that the surety is liable to us, up to a
total of the full penal amount of the
bond. Thus, since we proposed that
surety bonds be issued in an amount
equal to $65,000, the surety is liable to
us for up to $65,000.

e Section 424.57(c)(26)(v) would
specify the requirements to cancel a
surety bond. Specifically, this section
would allow a DMEPOS supplier to
terminate or cancel a bond upon proper
notice to the NSC. If another bond is
submitted and there is a lapse in bond
coverage, Medicare would not pay for
items or services furnished during the
gap in coverage, and the DMEPOS
supplier would be held liable for the
items or services (that is, the DMEPOS
supplier would not be permitted to
charge the beneficiary for the items or
services). Failure by the DMEPOS
supplier to submit another bond would
result in the revocation of the DMEPOS
supplier’s Medicare billing privileges.
The supplier would be required to
refund the beneficiary any amounts
collected for services or supplies
furnished during the gap in the surety
bond coverage. Finally, a supplier or
surety may not make amendment to a
conforming bond that will limit the
scope or term of the bond in a manner
resulting in the bond no longer
conforming to the provisions of this
regulation. Any attempt to do so may
result in the revocation of the DMEPOS
supplier’s billing privileges and a
determination that the surety is an
unauthorized surety.

e Section 424.57(c)(26)(vi) would
specify that the bond must provide that
actions under the surety bond may be
brought by our contractors or us.

e Section 424.57(c)(26)(vii) would
specify that the surety must provide
information regarding its physical
location including its name, street
address, city, state, and zip code and, if
different, its mailing address, including
name, post office box, city, state, and
zip code.

e Section 424.57(c)(26)(viii) would
specify the submission date and the
term of the DMEPOS supplier bond.

e Section 424.57(c)(26)(viii)(A) would
specify that each enrolled DMEPOS
supplier that does not meet the criteria
for an exception must submit to the NSC
an initial surety bond before (60 days
following the publication date of the
final rule).

e Section 424.57(c)(26)(viii)(B) would
specify the type of bond required to be
submitted by a DMEPOS supplier under
this subpart must be either a continuous
bond or an annual bond, with the
exception of the initial bond which may
differ as specified in this section.

e Section 424.57(c)(26)(ix) would
specify the loss of a DMEPOS supplier
exception. A DMEPOS supplier that no
longer qualifies for an exception as a
government-operated DMEPOS supplier
must submit a surety bond to the NSC
within 60 days after it receives notice
that it no longer meets the criteria for an
exception.

e Section 424.57(c)(26)(x) would
specify the conditions under which a
DMEPOS supplier changes a surety.

e Section 424.57(c)(26)(xi) would
specify who the parties are to the bond.

e Section 424.57(c)(26)(xii) would
specify the effect of a DMEPOS
supplier’s failure to obtain and maintain
a surety bond.

e Section 424.57(c)(26)(xii)(A) would
specify that we may revoke the
DMEPOS supplier’s billing privileges if
an enrolled supplier fails to obtain, file
timely, and maintain a surety bond as
specified in this subpart and as
instructed by us. The revocation is
effective with the date the bond lapsed,
and any payments for items or services
furnished on or after that date must be
repaid to us by the DMEPOS supplier.

e Section 424.57(c)(26)(xii)(B) would
specify that we refuse to issue billing
privileges to the DMEPOS supplier if a
DMEPOS supplier seeking to become an
enrolled DMEPOS supplier fails to
obtain and file timely a surety bond as
specified in this subpart and our
instructions.

e Section 424.57(c)(26)(xiii) would
specify the documentation that a
DMEPOS supplier must have to be in
compliance with these requirements
and that we may require a supplier to
produce documentation demonstrating
that it has a bond and that it meets the
requirements of this section.

e Section 424.57(c)(26)(xiv) would
specify the effect of subsequent
DMEPOS supplier payments paid to us.
If a surety has paid an amount to us on
the basis of liability incurred under a
bond and we subsequently collect from
the DMEPOS supplier, in whole or in
part, on the unpaid claims, CMPs, or
assessments that were the basis for the
surety’s liability, we would reimburse
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the surety the amount that we collected
from the DMEPOS supplier, up to the
amount paid by the surety to us,
provided the surety has no other
liability to us under the bond.

e Section 424.57(c)(26)(xv) would
specify the effect of a review reversing
an appealed determination. We would
refund to the DMEPOS supplier the
amount that the DMEPOS supplier paid
us, to the extent that the amount relates
to the matter that was successfully
appealed, provided all review,
including judicial review, has been
completed on the matter.

In addition, DMEPOS suppliers have
the right to appeal any adverse
decisions with respect to unpaid claims,
CMPs or assessments. DMEPOS
suppliers must use the following
applicable appeals provisions specified
in 42 CFR associated with each adverse
determination: Part 405, subpart I
(claims appeals); Part 1003 (civil money
penalties); and Part 498 (Medicare
participation and enrollment).

We believe that the appeals processes
as they apply to DMEPOS suppliers and
sureties should be addressed through a
private contract between the parties.
Specifically, we believe that sureties
should consider requiring DMEPOS
suppliers to agree to repay the surety
any payments made by a Medicare
contractor resulting from a DMEPOS
supplier’s appeal of any adverse
decisions with respect to unpaid claims,
CMPs, or assessments. Any such
contract must be consistent with the
applicable appeals processes referenced
above. In determining whether a private
contract is necessary, we suggest that
the sureties and DMEPOS suppliers
consider the following types of
provisions: Appointment of
representative, repayment of any
bonding amounts paid to the DMEPOS
supplier that were already paid by the
surety and the potential cost of pursuing
administrative appeals.

Furthermore, we solicited comments
on requiring DMEPOS suppliers to
obtain a surety bond of more than
$65,000 if the DMEPOS supplier poses
a significantly higher than average risk
to the Medicare Trust Funds.
Specifically, we solicited comments on
how to establish elevated amounts of

surety bonds for higher risk DMEPOS
suppliers. We proposed to consider the
option of establishing elevated amounts
of the surety bond at a rate of $65,000
per high risk factor. Also, we solicited
comments on determining the high risk
factors that should be used. We
suggested several potential high risk
factors, and solicited comments on these
factors, as well as suggestions for
additional factors.

We proposed to consider a $65,000
increase in the surety bond amount for
each occurrence when a DMEPOS
supplier has an adverse action as
specified in section 221(g)(1)(A) of the
Health Insurance Portability and
Accountability Act of 1996 (Pub. L.
104-191) (HIPAA). Examples of adverse
actions include, but are not limited to,
Federal and State criminal convictions
related to the delivery of a health care
item or service; formal or official
actions, such as the revocation or
suspension of a license; and exclusion
from participation in Federal or State
health care programs. The following is
an example of how high-risk criteria
would be used to increase the bond
amount by $65,000 per occurrence.

e We proposed, for example, a
DMEPOS supplier would be required to
obtain a surety bond in the amount of
$130,000, an increase of $65,000 from
the base surety bond amount of $65,000,
if the DMEPOS supplier or any of its
owners, authorized officials, or
delegated officials had their billing
privileges revoked within the last 10
years. If the DMEPOS supplier or any of
its owners, authorized officials, or
delegated officials had more than one
revocation in the last 10 years, then the
amount of the surety bond the DMEPOS
supplier would be required to obtain
would increase $65,000 per occurrence.
We proposed, for example, that a
DMEPOS supplier with three different
revocations during the preceding 10
years would be required to obtain a
surety bond in the amount of $260,000;
$65,000 for the base surety amount and
$195,000 (3 x $65,000) for the multiple
revocations.

In addition to the elevated risk-based
model described above, we solicited
comments regarding the establishment
of elevated bond amounts by classifying

DMEPOS suppliers into two or three
general categories such as—

e New DMEPOS supplier applicants
that have no prior billing history with
the Medicare program that also would
be required to secure a surety bond;

¢ Current Medicare enrolled
DMEPOS suppliers that do not have any
prior history of criminal, civil or
administrative sanctions for billing-
related problems; and,

¢ Current Medicare enrolled
DMEPOS supplier with a prior “adverse
history” of criminal, civil or
administrative sanctions for billing-
related problems for which the
regulation would elevate the amount of
the required bond by an appropriate
amount per prior sanction.

We solicited comments regarding the
appropriate elevated amounts of the
surety bond using this categorical
approach.

We also solicited comments on
whether we should establish an
exception for rural DMEPOS suppliers
and the appropriate criteria that we
should consider in establishing an
exception for rural DMEPOS suppliers.

Finally, we solicited comments on the
appropriate period of time for which a
DMEPOS supplier should be required to
maintain a higher surety bond amount.
Given the higher level of risk associated
with DMEPOS suppliers that have one
or more risk factors, we proposed to
establish a timeframe of 5 years.

III. Analysis of and Responses to Public
Comments

We received approximately 200
timely public comments in response to
the August 1, 2007 proposed rule. The
following is a summary of the comments
received and our responses.

(Note: In order to clarify the regulations
regarding surety bonds, we have made some
technical changes to our proposals.)

Table 1 is provided to assist the
reader in cross-referencing the proposed
provision with its revised section. (For
a more detailed explanation of the
technical changes made to this final
rule, please see section IV. of this final
rule.)

TABLE 1—REDESIGNATIONS FROM PROPOSED RULE TO FINAL RULE

Subject heading Proposed rule Final rule

DEfiNIHIONS ..ot eb e §424.57(a §424.57(a)
Effective date ..o §424.57(c)(26) §424.57(d)(1)
Minimum requirements for a DMEPOS supplier .. §424.57(c)(26)(i) §424.57(d)(2)
Exception to the surety bond requirement ........... §424.57(c)(26)(ii) §424.57(d)(15)
Terms of the surety bond ..........cccccevieenien. §424.57(c)(26)(iii) §424.57(d)(4)
Specific surety bond requirements ...........ccoooeeieeiiiene s §424.57(c)(26)(iv) §424.57(d)(5)
Cancellation of a bond and lapse of surety bond coverage §424.57(c)(26)(v) §424.57(d)(6)
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TABLE 1—REDESIGNATIONS FROM PROPOSED RULE TO FINAL RULE—Continued

Subject heading Proposed rule Final rule

Actions under the surety BONd ..o (c)(26)(vi) §424.57(d)(7)
Required surety information on the surety bond .. (c)(26)(vii) §424.57(d)(8)
SUDMISSION TAE ... (c)(26)(viii) §424.57(d)(1)
TYPE Of DONM .ottt (c)(26)(viii) §424.57(d)(4)
Loss of DMEPOS supplier exception ... (c)(26)(ix) §424.57(d)(15(ii))
Change of surety ........ccoccvvcieiierieennen. (c)(26)(x) §424.57(d)(9)
Parties 10 the DONd ..o .57(c)(26)(xi) §424.57(d)(10)
Effect of DMEPOS supplier’s failure to obtain, maintain, and timely file a surety bond | § 424.57(c)(26)(xii §424.57(d)(11)
Evidence of DMEPQOS supplier's complianCe ...........cccceeciiiiieiiiieiiinieeseecee e §424.57(c)(26)(xiii) §424.57(d)(12)
Effect of subsequent DMEPOS supplier payment ... .57(c)(26)(xiv) §424.57(d)(13)
Effect of review reversing determination (c)(26)(xv) §424.57(d)(14)

A. General Comments

Comment: Numerous commenters
opposed the surety bond requirement.
Commenters stated that the surety bond
requirement would create an additional
and unnecessary burden on DMEPOS
suppliers. Commenters indicated that
DMEPOS suppliers have already been
burdened with, among other things,
continued reductions in Medicare
reimbursement, competitive bidding,
and accreditation. In addition,
commenters stated that there is no need
to impose the surety bond requirement
on DMEPOS suppliers since these
suppliers represent a small fraction of
Medicare spending.

Response: We recognize that we have
recently implemented a number of
program integrity measures designed to
strengthen the enrollment process and
improve quality of products and
services. As the commenter notes, one
such initiative is accreditation. Section
302 of the MMA added section
1834(a)(20) to the Act, which mandates
the establishment and implementation
of quality standards for DMEPOS
suppliers. All suppliers that furnish
such items or services under section
1834(a)(20)(D) of the Act, as the
Secretary determines appropriate, must
comply with the quality standards in
order to obtain and maintain Medicare
billing privileges. The Medicare
Improvements for Patients and
Providers Act of 2008 (Pub. L. 110-275)
(MIPPA) required all DMEPOS suppliers
to meet quality standards for Medicare
accreditation by October 1, 2009. In
addition, section 154 of the MIPPA
stated that certain professionals and
persons do not have to meet this
deadline unless quality standards are
developed specific to these
professionals and persons. Section
154(b) of the MIPPA, added a new
subparagraph (F) to section 1834(a)(20)
of the Act. This subparagraph states that
eligible professionals and other persons
are exempt from meeting the October 1,
2009 accreditation deadline unless CMS

determines that the quality standards
are specifically designed to apply to
such professionals and persons. Eligible
professionals under section
1834(a)(20)(F) of the Act include
physicians (as defined in section 1861(r)
of the Act), physical therapists,
occupational therapists, qualified
speech-language pathologists, physician
assistants, nurse practitioners, clinical
nurse specialists, certified registered
nurse anesthetists, certified nurse-
midwives, clinical social workers,
clinical psychologists, registered
dietitians, and nutritional professionals.
We have designated certain individuals
as falling within the category of “other
persons” under the statute; these
individuals include orthotists,
prosthetists, opticians, and audiologists.
We will work in collaboration with the
medical and professional groups to
develop specific quality standards.

We believe that the accreditation
process will assure that Medicare
beneficiaries receive quality supplies
and services from eligible suppliers.

Nevertheless, we do not believe that
the implementation of accreditation and
other program integrity initiatives
obviates the need to establish a surety
bond requirement for DMEPOS
suppliers, something that will help
ensure that DMEPOS suppliers meet
minimum financial requirements in
order to participate in Medicare.

Comment: Many commenters stated
that a surety bond would offer little or
no additional protection to CMS since
the accreditation process for DMEPOS
suppliers is already providing a greater
level of security. The commenters
indicated that the quality standards in
the accreditation process include
stringent provisions that limit the risk of
Medicare fraud. As a result, some of the
commenters described the surety bond
requirement as redundant, duplicative,
unnecessary, costly, and extreme.
Another commenter stated that it
believes its licensure and certification
status as a hand therapist and our

accreditation process are sufficient
evidence of both its competence and
ethical behavior. Yet another
commenter stated that both initiatives
should be analyzed, coordinated, and
reconciled before implementation.

Response: We disagree with the
commenters that a surety bond would
offer little or no protection because we
are in the process of implementing the
accreditation requirements for DMEPOS
suppliers. As already indicated, while
accreditation will ensure that a
DMEPOS supplier meets certain quality
standards, a surety bond will ensure
that DMEPOS suppliers that do not
qualify for an exception to the bonding
requirement meet enhanced financial
requirements. Moreover, only surety
bonds can be used to repay any incurred
overpayments. We believe that these
efforts, when combined, will have a
significant impact on both the quality of
products and services provided to
Medicare beneficiaries, but also increase
our efforts to ensure that only qualified
suppliers are eligible to enroll or remain
enrolled in the Medicare program.

We understand that many DMEPOS
suppliers are concerned with the
cumulative effect that several different
statutory changes will have on suppliers
of DMEPOS. We have taken this effect
into consideration, and the revised
impact analysis contained in this final
rule accounts for the cumulative impact.

Comment: A commenter stated that it
is a waste of American citizens’ money
to require DMEPOS suppliers that bill
$25,000 a year or less to obtain surety
bonds.

Response: We disagree with the
commenter. The surety bond for
DMEPOS suppliers is designed to
reduce the amount of money that is lost
due to fraudulent or abusive billing
schemes perpetrated by individuals and
organizations. In addition, we do not
believe that prior billing is necessarily
proof of future actions.

Comment: One commenter believes
that the surety bond requirement will
not substantively strengthen program
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integrity. The commenter stated that,
although requiring suppliers to obtain a
surety bond as a condition of Medicare
enrollment may deter some of the more
simplistic criminal fraud schemes, it is
unrealistic for CMS to expect that the
requirement will eliminate the most
insidious type of fraudulent supplier,
which is the DMEPOS supplier that
initially appears to meet the minimum
indicia of a legitimate business. The
commenter stated that this is the type of
criminal element that has consistently
evaded our oversight and enforcement
initiatives. Other commenters stated
that the surety bond requirement is only
a repayment mechanism for the
Medicare program and not a true
deterrent to criminal or abusive billing
practices. The commenters also stated
that anyone with a criminal intent, and
the means to effectuate it, can bill and
get paid for fraudulent claims before we
have identified the fraud.

Response: We believe that the surety
bond requirement is an important tool
that, when used in conjunction with
other efforts to reduce fraudulent or
abusive behavior, will assist us in
protecting the Medicare Trust Funds.
While we recognize that implementing
a surety bond requirement for certain
DMEPOS suppliers will not deter all
types of fraud and abuse perpetrated by
individuals and organizations intent on
committing such actions, we believe
that this statutorily mandated
requirement will greatly assist us in our
efforts to reduce fraud and abuse by
some suppliers of DMEPOS and to
identify more sophisticated instances of
fraudulent behavior.

Comment: One commenter stated that
if fraud is located primarily in urban
areas, such as Miami, Florida, and
involves DMEPOS suppliers that
conduct a large volume of business,
then the August 1, 2007 proposed rule
is misdirected because it penalizes
suppliers that conduct a small volume
of business in other parts of the country,
such as the Midwest.

Response: We understand the
concerns of the commenter, but we also
recognize that fraudulent schemes are
portable and can be perpetuated in any
part of the country, not just urban areas.
The surety bond requirement will help
to ensure that certain newly enrolling
DMEPOS suppliers meet financial
solvency standards, as well as our
established conditions for enrollment
and payment.

Comment: One commenter stated that
we should not impose additional costs
through the surety bond requirement
but should instead focus our resources
on those suppliers it can readily find
committing Medicare fraud and abuse.

Response: We are expanding our
effort to identify, detect, and revoke the
billing privileges of those DMEPOS
suppliers who fail to meet the supplier
standards found at § 424.57. By
establishing a surety bond requirement
for newly enrolling DMEPOS suppliers
as well as existing DMEPOS suppliers,
we believe that we will improve the
quality of services received by Medicare
beneficiaries, as well as establish
additional program safeguards for the
Medicare program.

B. Legislative Authority

Comment: One commenter stated that
we have no legislative authority to
implement the surety bond requirement.
The commenter noted that section 902
of the MMA prohibits the Secretary
from finalizing a proposed rule related
to Title 18 that was published more than
3 years earlier except under exceptional
circumstances. The commenter
indicated that we did not finalize the
January 20, 1998 proposed rule within
the prescribed timeframe. As a result,
the commenter believes that we have no
specific statutory authority to
implement the surety bond requirement.

Response: While the commenter is
correct that we did not finalize the
January 20, 1998 proposed rule in the
allotted amount of time as required by
section 902 of the MMA, we did
repropose the surety bond provisions in
the August 1, 2007 proposed rule and
have 3 years from that date to finalize
the regulation as required by the MMA.
Therefore, we believe that we are within
our statutory authority for finalizing this
rule.

Comment: Some commenters
questioned the need for the surety bond
requirement by noting that the surety
bond requirement specified in the BBA
of 1997 reflected a different era when
there were fewer requirements to
become a DMEPOS supplier. For
example, one commenter observed that
DMEPOS suppliers are now required to
become accredited, and most are about
to be subject to additional scrutiny and
cost controls via the DMEPOS
competitive bidding program. Another
commenter stated that the NSC did not
routinely perform onsite inspections
before issuing billing numbers.
Commenters stated the NSC is now
required to perform an onsite inspection
for every DMEPOS supplier that seeks to
obtain a Medicare billing number.

Response: While these commenters
are correct in that we have implemented
significant programmatic changes—such
as the routine performance of onsite
visits—we note that the problems that
led to the enactment of section 4312 of
the BBA are still prevalent in the

DMEPOS industry now. Indeed, the
Office of Inspector General (OIG)
continues to identify questionable
conduct in the DMEPOS arena, as
reflected in its recent report entitled,
“Los Angeles County Suppliers’
Compliance with Medicare Standards:
Results from Unannounced Visits; OEI-
09-07-00550.”

We further note that on July 15, 2008,
the Congress enacted the MIPPA which
delayed the implementation of the
DMEPOS Competitive Bidding Program.
This, in our view, enhances the
importance of the implementation of the
surety bond requirement; with the delay
in competitive bidding, we need to
utilize the remaining tools at our
disposal to prevent fraudulent activity
in the DMEPOS arena. The onsite audits
of every DMEPOS supplier serves as an
important tool in ensuring that the NSC
grants billing privileges to legitimate
suppliers.

C. Bond Amount

Comment: Several commenters
disagreed with our proposal to increase
the amount of the surety bond from
$50,000 to $65,000 based on the
Consumer Price Index (CPI). One
commenter stated that the proposal is
flawed because it is not based on risk to
the Medicare program or Medicare
reimbursement levels, and that the
amount should be adjusted downward
to reflect reduced Medicare
reimbursement to DMEPOS suppliers
(that is, commenters noted that
Medicare reimbursement to many
DMEPOS suppliers has decreased,
remained the same, or only minimally
increased since 1997.) In addition,
several commenters believe that we
should assess whether our proposal to
increase the surety bond amount, which
would raise the annual cost of the surety
bond requirement from $150 million to
approximately $198 million, would
have any appreciable increase in
benefit. Other commenters stated that
nothing in the surety bond requirement
set forth in section 1834(a)(16)(B) of the
Act or its history indicates that Congress
ever contemplated inflation
adjustments, or that the surety bond
amount should be higher than $50,000.

Response: We disagree with these
comments for the following reasons.
First, section 4312(a)(16)(B) of the BBA
states that the bond amount must be “in
an amount that is not less than
$50,000.” The phrase “not less than”
makes it clear that we have the authority
to impose a bond amount higher than
$50,000. Second, nowhere in the statute
or the legislative history did the
Congress indicate that the bond amount
should be tied to the reimbursement
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levels of the provider or supplier type
in question. To the contrary, we believe
that the Congress intended for the key
factor in determining the bond amount
to be the risk of fraudulent activity
posed by that class of provider or
supplier.

Having said this, we nevertheless
have elected to reduce the base surety
bond amount from $65,000 to $50,000
for two reasons. First, we wish to
preclude an additional regulatory
impact associated with implementing
section 4312(a) of the BBA. This is
especially true with respect to small,
rural DMEPOS suppliers, as discussed
in section G of the Regulatory Impact
Analysis. Second, we believe that
$50,000 is an appropriate starting point
for the bond requirement. Using the
statutory minimum amount will, in our
view, allow us to better gauge whether
a higher surety bond amount is needed
to protect the Medicare Trust Funds.

However, we are establishing a surety
bond amount higher than $50,000 for
those DMEPQOS suppliers that pose a
significantly higher risk to the Medicare
program. In addition, we will evaluate
the impact of this $50,000 surety bond
amount requirement for certain
DMEPOS suppliers before considering
any increase in the base surety bond
amount.

Comment: Commenters stated there
was no need to impose a tiered
approach to determine what bond
amount to impose on a DMEPOS
supplier based on past conduct. For
established DMEPOS suppliers,
commenters believed that CMS and the
OIG have significant administrative
remedies to address misconduct,
including excluding the supplier from
the Medicare program. Commenters
maintained that we should limit the
bond requirement to new suppliers,
which is consistent with the Congress’
original intent under the BBA.

Response: We do not agree with the
commenters that there is no need to
establish elevated surety bond amounts
for DMEPOS suppliers that pose
additional risk to the Medicare program,
nor do we agree with the commenters’
statement that the Congress intended to
limit the surety bond requirement to
only new DMEPOS suppliers. As for the
former comment, we believe that
elevated bond amounts are necessary to
protect the Medicare Trust Fund and
Medicare beneficiaries. Furthermore, we
note that section 4312(a) of the BBA
expressly states that “‘the Secretary shall
not provide for the issuance (or renewal)
of a provider number * * *” unless the
supplier furnishes a surety bond of not
less than $50,000. (Emphasis added.)
Use of the term “‘renewal” evidences a

congressional intention to apply the
surety bond requirement to those
DMEPOS suppliers already in the
Medicare program.

It is true that CMS and the OIG have
various administrative remedies to
address fraudulent or abusive conduct
by DMEPOS suppliers after they have
enrolled to participate in Medicare;
however, we believe that the Congress
intended to require that suppliers of
DMEPOS meet financial solvency
requirements and to ensure that
Medicare could recoup some, if not all,
of the improper payments made to
suppliers of DMEPOS.

Comment: One commenter stated that
the preamble to the August 1, 2007
proposed rule factually “misdescribes”
the January 20, 1998 proposed rule. The
commenter indicated that the January
20, 1998 proposed rule did not propose
a $65,000 surety bond level, but instead
proposed a sliding scale approach
starting at $50,000 and rising to 15
percent of reimbursement.

Response: We agree that the January
20, 1998 proposed rule included a
minimum $50,000 surety bond amount.
We note that the $65,000 figure in the
August 1, 2007 proposed rule has been
reduced in this final rule to $50,000,
except in the case of high-risk suppliers.
We consider any DMEPOS supplier
with at least one adverse legal action
within the 10 years preceding
enrollment, revalidation, or
reenrollment to be a “high-risk”
supplier.

Comment: Several commenters
maintained that we should have sought
public comment on the reasonableness
of increasing the surety bond amount
from $50,000 to $65,000. The
commenters stated that this change
represents an increase of 25 percent
over the original $50,000 surety bond
requirement proposed in the January 20,
1998 proposed rule.

Response: In the August 1, 2007
proposed rule, we solicited public
comments on the amount of the surety
bond for DMEPOS suppliers and, as
already noted, we have chosen to reduce
the minimum surety bond amount to
$50,000.

Comment: One commenter stated that,
although we justified our proposal to
increase the amount of the surety bond
from $50,000 to $65,000 based on the
CPI, expecting a DMEPOS supplier to
obtain a surety bond that far exceeds the
value of the supplier’s annual claims
seems unreasonable.

Response: As already discussed,
neither section 4312(a) of the BBA nor
its legislative history indicate that the
Congress intended for the bond amount
to be tied to the level of reimbursement

a supplier receives from the Medicare
program. The regulatory impact section
of the proposed rule (72 FR 42008)
stated that, “We estimate that as many
as 15,000 DMEPOS suppliers, or 23
percent of the 65,984 entities and 15
percent (or 17,471) of the 116,471
individual suppliers currently enrolled
in Medicare could decide to cease
providing items to Medicare
beneficiaries if this proposed rule is
implemented.” While we are reducing
the amount of the surety bond from
$65,000 to $50,000, the lowest amount
allowable under section 4312(a)(16)(B)
of the BBA, and limiting its impact to
certain DMEPOS suppliers, we
understand that the implementation of
this rule will require some DMEPOS
suppliers to reconsider their
participation in the Medicare program
because of the added cost of the bond.

Comment: A commenter stated that
the surety bond requirement may
increase costs for small DMEPOS
suppliers and reduce costs for large
DMEPOS suppliers. The commenter
stated that the January 20, 1998
proposed rule provided for a sliding
scale approach to the bond requirement
for DMEPOS suppliers in that the surety
bond started at $50,000 and rose to 15
percent of Medicare reimbursement
(capped at $3 million). Many
commenters stated that a tiered system
would be more equitable.

Response: We do not believe that
establishing a sliding scale approach is
appropriate because of the operational
complexity associated with establishing
and maintaining this approach.
Moreover, it is important to note that
4312(a) of the BBA requires that we
establish a surety bond in an amount of
not less than $50,000. Accordingly, by
statute, the lowest amount that we can
establish for a DMEPQOS surety bond is
$50,000, and based on the public
concerns about higher bond amounts,
we have decided to implement higher
surety bond amounts only for those
individuals or organizations that pose a
higher risk to the Medicare program.

Comment: A commenter stated that
the financial soundness of DMEPOS
suppliers will be a factor in the price of
surety bonds. The commenter
maintained that the financial soundness
of a DMEPOS may result in DMEPOS
suppliers not being able to obtain surety
bonds. The commenter stated that this
is one reason for keeping the amount of
the surety bond low and for allowing
sufficient time for a competitive market
to be formed for surety bonds.

Response: We agree that financial
soundness will be a key determinant in
whether a DMEPOS supplier will be
able to secure a surety bond and the
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amount that the DMEPOS supplier will
have to pay for the bond. To reduce cost
associated with obtaining a bond, we
have reduced the amount of surety bond
from $65,000 bond to $50,000. In
addition, we have delayed the
implementation of this regulation.

Comment: One commenter
maintained that we did not adequately
outline the rationale for adjusting the
amount of the surety bond in the August
1, 2007 proposed rule. The commenter
noted that the inflation adjusted bond
will be 25 percent higher than the
$50,000 bond originally contemplated
by the Congress. The commenter stated
that, since it appears that our only
rationale for increasing the bond
amount is based on the passage of time,
imposing this additional financial and
administrative burden on suppliers is
arbitrary.

Response: We note that this final rule
has been revised to reduce the proposed
$65,000 surety bond amount to $50,000,
the minimum allowable under the
statute.

Comment: One commenter stated that
the proposed surety bond amount of
$65,000 is realistic, and that
establishing a bond requirement for the
majority of DMEPOS suppliers is
consistent with standard suretyship.

Response: We appreciate this
comment. However, this final rule has
been revised to require a $50,000 surety
bond (the minimum allowable under the
statute) for certain DMEPOS suppliers.

D. Timeframe for Implementation

Comment: Several commenters
requested that we give DMEPOS
suppliers at least 120 days to comply
with this final rule instead of 60 days
following publication of this rule.

Response: We agree with the
commenters and have revised
§424.57(d)(1) (proposed § 424.57(c)(26))
to require existing suppliers (that is,
DMEPQOS suppliers already enrolled in
the Medicare as of the publication date
of this final rule in the Federal Register)
of DMEPOS to obtain a surety bond no
later than 9 months after the effective
date of this final rule. Moreover,
beginning 120 days after the effective
date of this final rule, DMEPOS
suppliers, who are seeking to enroll in
the Medicare program and are subject to
the provisions of this final rule, are
required to furnish to the NSC a surety
bond of at least $50,000 from an
authorized surety for each assigned NPI
for which the DMEPOS supplier is
seeking to obtain Medicare billing
privileges. Accordingly, any DMEPOS
supplier, except those specified in
§424.57(d)(15) (proposed
§424.57(c)(26)(ii)), seeking to enroll a

new practice location or to change the
ownership of an existing DMEPOS
supplier after the publication date of
this rule is required to submit to the
NSC a surety bond of at least $50,000
beginning 120 days after the effective
date of this final rule. The DMEPOS
supplier must submit a surety bond of
at least $50,000 with its enrollment
application on the date of filing.

Comment: Several commenters
suggested that we delay implementing
this final rule. The commenters stated
that we should wait to see if our
accreditation process reduces the level
of Medicare fraud in the DMEPOS
industry. Another commenter stated
that we should consider granting a
transition or “‘grace period” that gives
suppliers an opportunity to, among
other things, assess the availability of
surety bonds and learn how to obtain
surety bonds before requiring them to
comply with any surety bond
requirement. The commenter also urged
us to grant this transition or “grace
period” to allow time for a robust
market for DMEPOS supplier surety
bonds to develop.

Response: We agree with the
commenters and we have delayed the
requirement of a surety bond for certain
existing DMEPOS suppliers until 9
months after the effective date of this
final rule, and 120 days after the
effective date of this final rule for
certain new DMEPOS suppliers. These
delays will give existing suppliers an
opportunity to assess and determine
whether they will continue to
participate in the Medicare program
during the accreditation implementation
without incurring additional costs
associated with a surety bond.

E. Definitions

Comment: Several commenters noted
that § 424.57(a) of the August 1, 2007
proposed rule stated that paragraph (3)
of the proposed definition of
“unauthorized surety” means, among
other things, a surety that “[f]ails to pay
CMS in full the amount requested, up to
the penal sum of the bond when
presented with a request for payment
within 30 days of written notification.”
The commenters stated that there is no
requirement that the request for
payment be supported by sufficient
evidence, and recommended that we
revise paragraph (3) as follows: “Fails to
pay CMS any amount owed, up to the
penal sum of the bond, within 30 days
of receipt of a request for payment and
sufficient evidence to support the
request.”

Response: We have removed the
proposed definition of an “unauthorized
surety”” from this final rule.

Comment: One commenter stated that
it is unclear whether there will be any
ramifications if a DMEPOS supplier
purchases a bond from a surety that
becomes an “‘unauthorized surety.” The
commenter believes that requiring the
supplier to obtain a replacement bond
without receiving a refund of the
premium would penalize the wrong
party.

Response: We believe it is essential
that DMEPOS suppliers select surety
bond companies that will honor their
commitments to pay the bond amount
when presented with sufficient
evidence by CMS or the NSC that a debt
is owed by the DMEPOS supplier.

Comment: One commenter suggested
that we revise the definition of a “penal
sum” from, “a sum to be paid (up to the
value of the bond) by the surety as a
penalty under the terms of the surety
bond when a loss has occurred” to “a
sum in the amount of the bond and the
maximum obligation of the surety if a
loss occurs.” The commenter stated that
the penal sum is not a penalty to be
paid; rather, it represents the surety’s
obligation to pay what the principal
owes up to the penal sum.

Another commenter suggested that we
revise the definition of “sufficient
evidence” from “means the
documentation that CMS may supply to
the surety in order to establish that a
DMEPOS supplier had received
Medicare funds in excess of amounts
due and payable under the statute and
regulations” to “means documents CMS
supplied to the surety that established
both the amount of Medicare funds a
DMEPOS supplier received in excess of
amounts due and payable under
applicable statutes and regulations and
that this amount was an obligation of
the surety.”

Response: In response to these
comments, we have revised the
definitions of ““penal sum” and
“sufficient evidence” in § 424.57(a).

Comment: A commenter stated that
the definition of “chain suppliers of
DMEPOS” should include chain
pharmacies.

Response: We agree that publicly
traded chain suppliers of DMEPOS
include chain pharmacies as long as
there are 25 or more distinct practice
locations under common ownership.

Comment: One commenter stated that
our definition of a “small supplier” is
inconsistent and problematic. The
commenter maintained that we made an
arbitrary decision in the Medicare
Program; Competitive Acquisition for
Certain Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPOS) and Other Issues; Final Rule
(April 10, 2007, 72 FR 17992) to define
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a small supplier as a supplier that
generates gross revenue of $3.5 million
or less in annual receipts, but did not
discuss why it chose $3.5 million as the
ceiling as opposed to some other figure
(for example, the commenter noted the
SBA defines a small business as a
business that has less than $6.5 million
in annual receipts). The commenter
stated that we should adopt SBA’s
definition of a small business.

Response: During the development of
the April 10, 2007 final rule (72 FR
17992), we adopted a $3.5 million
revenue or less standard for DMEPOS
suppliers. This standard was developed
in consultation with the SBA during the
development of the DMEPOS
competitive bidding final regulation. To
ensure consistency with both the April
10, 2007 rule and the guidance
furnished by the SBA, we will continue
to define a small supplier as a supplier
that generates gross revenue of $3.5
million or less in annual receipts,
including Medicare and non-Medicare
revenue.

F. Payment and Liability

Comment: A commenter stated that
proposed §424.57(c)(26)(iii) indicates
that we will revoke or deny a DMEPOS
supplier’s billing privileges based on
submission of a bond that does not
reflect the requirements of that section.
The commenter stated that because, in
its view, DMEPOS suppliers may
experience difficulty obtaining surety
bonds in the marketplace, we should
recognize situations where DMEPOS
suppliers have made a good faith effort
to secure a surety bond that meets our
requirements if the market will not
provide such a product. The commenter
suggested that we add language to
proposed § 424.57(c)(26)(iii) that
recognizes a DMEPOS supplier’s good
faith effort to obtain a surety bond that
satisfies the surety bond requirement.

Response: We believe that the delay
in the implementation of this final rule
will allow a surety bond market to
develop for prospective DMEPOS
suppliers as well as existing DMEPOS
suppliers enrolled in the Medicare
program. Therefore, we are not revising
§424.57(d)(4) (proposed
§424.57(c)(26)(iii)).

Comment: One commenter stated that
proposed §424.57(c)(26)(iv)(C) appears
to conflict with §424.57(c)(26)(iv)(B).
The commenter noted that
§424.57(c)(26)(iv)(C) states that “‘the
surety remains liable for unpaid claims,
CMPs, or assessments that * * * took
place during the term of the bond or
rider * * *” and §424.57(c)(26)(iv)(B)
states that “[t]he surety is liable for
unpaid claims, CMPs, or assessments

that are presented to the surety for
payment when the surety bond is in
effect, regardless of when the payment,
overpayment, or other event giving rise
to the claim, CMPs, or assessment
occurred * * *.” (Emphasis added.)
The commenter suggested revising
§424.57(c)(26)(iv)(B) to place liability
on the surety whose bond was in effect
at the time of each respective default as
provided by § 424.57(c)(26)(iv)(C).

Response: We agree that the
provisions discussed above are in
conflict and have revised § 424.57(d)(5)
in this final rule (proposed
§424.57(c)(26)(iv)) accordingly.

Comment: A commenter stated that
we need to clearly spell out the process
and timeframes by which we would
request payment from the surety.

Response: We believe that the
provisions of this final rule contain
sufficient information on both the
process and the timeframes involved in
our payment requests.

Comment: A commenter stated that it
is unclear whether the original
application and documentation for
approval of the surety bond should be
submitted to the NSC or the U.S.
Department of Health and Human
Services (HHS). The commenter
maintained that the surety bond, all
riders, and notices of cancellation
should be filed with HHS to avoid any
confusion or loss of data should HHS
change contractors.

Response: Since the NSC is our
designated contractor responsible for
establishing DMEPOS billing privileges,
all documentation (for example, bond
approval, riders, and notices of
cancellation) associated with the surety
bond should be sent to the NSC.

Comment: Several commenters
maintained that a default on the surety
bond should be based on a finding of
wrongdoing, not merely on the
existence of debt, which may be
disputed and subject to the Medicare
appeals process. The commenters stated
that a surety’s liability should be
triggered only when there has been a
final determination of an assessment for
fraud or other misconduct against a
DMEPOS supplier and the time to file
an appeal has expired. Commenters also
stated that there is no valid rationale to
impose liability under the bond before
a final determination has been made
because the bond, by its terms,
guarantees payment of the assessment.
Another commenter stated that
underwriters should not be required to
reimburse CMS for any overpayment
until the DMEPOS supplier exercises its
Medicare appeal rights, supplier
liability for the claim is firmly

established, and the supplier is past due
on repayment.

Response: We do not agree that we
should be prohibited from seeking
payment from a surety until all supplier
appeals have been exhausted. In
addition, we believe that it is
appropriate for the surety to pay CMS a
total of up to the full penal amount of
the bond when sufficient evidence is
presented. We note that in revised
§424.57(d)(14), if a surety has paid CMS
on the basis of liability incurred under
a surety bond and to the extent the
DMEPOS supplier that obtained the
bond is subsequently successful in
appealing the determination that was
the basis of the unpaid claim, CMP, or
assessment that caused the DMEPOS
supplier to pay CMS under the bond,
CMS refunds the DMEPOS supplier the
amount the DMEPOS supplier paid to
CMS to the extent that the amount
relates to the matter that was
successfully appealed, provided all
review, including judicial review, has
been completed on the matter.

Comment: In order to limit the
surety’s liability to the penal sum of the
bond, one commenter recommended
that proposed § 424.57(c)(26)(iv) and
any required surety bond form should
include the following language:
“Regardless of the number of years the
bond is in force, the number of
premiums paid, or the number of claims
made, the surety’s aggregate liability
shall not be more than the penal sum
stated above.”

Response: We agree with this
commenter and have revised
§424.57(d)(5) (proposed
§424.57(c)(26)(iv)) accordingly.

Comment: A commenter stated that
permitting the surety to cancel the bond
as to future events will protect CMS and
the surety. The commenter stated that a
bond is an essential requirement for
participation in the DMEPOS program.
The commenter stated that if the surety
learns that a DMEPOS supplier is
violating Medicare rules or receiving
Medicare overpayments, then the surety
should be able to cancel the bond. The
commenter observed that the surety
would remain liable for overpayments
and other debts already incurred, but it
could avoid watching its obligations
increase if the DMEPOS supplier
violates Medicare rules or receives
Medicare overpayments. Since the bond
would no longer be in effect, the
commenter noted that the supplier
would be ineligible for reimbursement
for supplies furnished after the effective
date of cancellation. In effect, the
commenter believes that the surety’s
cancellation of the bond would protect
CMS from having to continue to do
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business with violators. The commenter
stated that a right to cancel protects the
Medicare program from fraud and
abuse. The commenter noted that, if the
surety mistakenly cancels a DMEPOS
supplier’s surety bond, then the
supplier can simply obtain a
replacement bond. The commenter
recommended that proposed
§424.57(c)(26)(iv) and any required
surety bond form should include the
following language: “The Surety may
terminate its liability for future acts of
the Principal at any time by giving thirty
(30) days written notice of termination
of the bond of the Obligee.”

Response: We agree with this
commenter and have revised
§424.57(d)(6) (proposed
§424.57(c)(26)(v)) accordingly.

Comment: One commenter stated that
the success of the surety bond
requirement depends on the
reasonableness of the terms of the surety
bond. The commenter stated that
sureties have to be able to, based on the
merits of each applicant, provide the
bonds to qualified DMEPOS suppliers
and decline to offer bonds to
unqualified DMEPOS suppliers. If the
terms of the bond alone place an
unreasonable risk on the surety, then
the bonds will be available only to the
largest, best-capitalized DMEPOS
suppliers. Therefore, the commenter
maintained that it is important that we
carefully consider the bond terms and
make sure that they conform to
reasonable standards. First, the
commenter stated that the penal sum of
the bond has to be the limit of the
surety’s obligations. If the surety cannot
be sure of its maximum exposure, it
cannot underwrite the risk. Second, the
commenter stated that the surety should
be able to cancel the bond on 30 days
advance notice. The commenter stated
that the surety would remain liable for
any overpayments or other defaults that
occur before the effective date of the
cancellation but would be able to
prevent future losses. Finally, the
commenter maintained that there must
be a reasonable time limit on the
surety’s exposure so that at the end of
that period, if no claims have been
made, the surety can close its books on
the bond and return any security or
collateral the principal provided.

Response: We have revised the
relevant provisions, including the
provisions pertaining to 30-day
cancellations, and believe we have
addressed the commenter’s concerns in
this final rule.

Comment: A commenter stated that
proposed §424.57(c)(26)(iv)(B) and (C)
partially address the time limit of the
surety’s liability. The commenter

indicated that subparagraph (B)
provides that the bond in force when
the claim is made is responsible. The
commenter stated that this implies that
the earlier bond in force when the
events giving rise to the claim occurred
is not responsible. The commenter
stated that, in effect, any bond is
discharged from liability (except for
claims already made) once the supplier
furnishes a new bond that complies
with the surety bond requirement. The
commenter also stated that if at any
point the DMEPOS supplier fails to
furnish an acceptable bond, then for up
to 2 years we can make claims on the
existing bond based on overpayments or
other events that took place during the
bond term. However, the commenter
observed that subparagraph (C)(2) starts
the 2-year period from the date the
supplier failed to submit a required
bond or the date the DMEPOS supplier’s
billing privileges were terminated,
whichever is later. The commenter
stated that, in theory, there should not
be much difference between either
starting dates since the supplier’s billing
privileges should be terminated as soon
as it fails to renew or submit a bond.
Sureties will be concerned that, despite
CMS oversight, we may not promptly
terminate the supplier’s billing
privileges. The commenter stated that
the surety could then face a liability
period longer than the anticipated 2-
year timeframe solely because of the
neglect of CMS or one of its contractors.
The commenter also stated that this
issue would greatly concern sureties.
Therefore, the commenter
recommended that we amend
subparagraph (C)(2) to read as follows:
“Were imposed or assessed by CMS or
the OIG during the 2 years following the
date the bond terminated, expired or
was cancelled.”

Response: We agree, and have revised
subparagraph § 424.57(d)(5)(iii)(B)
(proposed § 424.57(c)(26)(iv)(C)(2))
accordingly.

Comment: A commenter states that
proposed §424.57(c)(26)(v)(G) provides
that “[t]he liability of the DMEPOS
supplier and the surety to CMS is not
extinguished by * * * [tlhe DMEPOS
supplier’s failure to exercise available
appeal rights under Medicare or to
assign the rights to the surety.”
(Emphasis added.) The commenter
stated that, upon receiving notification
of a default from CMS or the NSC, the
surety should be provided the same
right to the appeals process as the
principal because to provide otherwise
would result in unjust enrichment for
CMS.

Response: We disagree with the
commenter because our relationship is

primarily with the DMEPOS supplier, as
opposed to the surety. Accordingly, we
believe that only the DMEPOS supplier
should be afforded appeal rights.

Comment: A commenter noted that
proposed § 424.57(c)(26)(viii)(B) states
that DMEPOS suppliers must submit
either a continuous bond or an annual
bond to the NSC. The commenter stated
that requiring a continuous surety bond
would be the most efficient approach
and would require minimal
maintenance in terms of recordkeeping.

Response: We agree with this
comment and have revised
§424.57(d)(4) (proposed
§424.57(c)(26)(viii)(B)) to require a
continuous bond. We believe that a
continuous bond contains
administrative benefits for the surety,
the DMEPOS supplier, and CMS.

Comment: One commenter asserted
that proposed § 424.57(c)(26)(x) appears
to conflict with proposed
§424.57(c)(26)(iv)(B). The commenter
noted that § 424.57(c)(26)(iv)(B) states
that “[tlhe surety is liable for unpaid
claims, CMPs, or assessments that are
presented to the surety for payment
when the surety bond is in effect,
regardless of when the payment,
overpayment, or other event giving rise
to the claim, CMPs, or assessment
occurred * * *” (Emphasis added.)
Section 424.57(c)(26)(x), the commenter
observed, indicates that “[i]f a DMEPOS
supplier changes its surety during the
term of the bond, the new surety will be
responsible for any overpayments,
CMPs, or assessments incurred by the
DMEPOS supplier beginning with the
effective date of the new surety bond.”
(Emphasis added.) The commenter
stated that the provision also indicates
that “[tlhe previous surety is
responsible for any overpayments,
CMPs, or assessments that occurred up
to the date of the change of surety.”
(Emphasis added.) The commenter
suggested revising proposed
§424.57(c)(26)(iv)(B) to place liability
on the surety whose bond was in effect
at the time of each respective default as
provided by proposed
§424.57(c)(26)(iv)(C), which states that
“the surety remains liable for unpaid
claims, CMPs, or assessments that * * *
took place during the term of the bond
orrider * * *”

Response: We agree and have revised
the provisions of this final rule to
ensure consistency.

Comment: A commenter stated that
the surety bond requirement should
cover only amounts of proven losses,
and thus, should not include amounts
for civil monetary penalties.
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Response: We disagree because CMPs
are debts owed to the Federal
government.

G. Bond Cancellations and Lapses

Comment: Several commenters noted
that proposed § 424.57(c)(26)(v) allows a
DMEPOS supplier to terminate or cancel
a surety bond upon proper notice to the
NSC. The commenter maintained that
the surety should also be allowed to
terminate or cancel the bond. Another
commenter agreed that it is important
for the surety to be able to cancel the
bond by providing advance written
notice to the DMEPOS supplier, CMS,
and the NSC. The commenter noted that
the events listed in proposed
subparagraphs (A) through (G) of
§424.57(c)(26)(v) do not extinguish any
preexisting liability, but cancellation of
the bond does prevent new liability
from accruing. The commenter
suggested that we revise the last
sentence of the introductory text of
paragraph (v), which immediately
precedes subparagraphs (A) through (G),
to read as follows: ““The liability of the
DMEPOS supplier and the surety to
CMS arising out of the overpayments or
other events that occurred prior to
cancellation is not extinguished by any
of the following * * *”

Response: While we believe that a
surety has the right to cancel a bond and
that it is purely a contractual matter
between the two parties, we agree that
a surety should notify the DMEPOS
supplier and the NSC when a
cancellation occurs. Therefore we have
revised §424.57(d)(6 accordmgdy

Comment: A commenter stated that
we should not prohibit Medicare
payments during any lapses in surety
bond coverage as proposed in
§424.57(c)(26)(v). The commenter
maintained that this prohibition would
penalize suppliers by treating
reimbursable Medicare payments during
a lapse in surety bond coverage as
overpayments. The commenter stated
that this practice would, among other
things, result in a windfall to the
government. Another commenter stated
that notice from CMS indicating that the
surety bond is not in effect and that
payments will cease in 30 days would
be sufficient and fair. The commenter
maintained that retroactively applying a
denial is too great a penalty for ‘“‘what
could well be a simple administrative
lapse.”

Response: We disagree with the
commenter. If the bond coverage lapses,
the supplier is immediately and
automatically out of compliance with
the requirement at § 424.57(d) (proposed
§424.57(c)(26)) that the bond coverage
be maintained in order for the DMEPOS

supplier to receive payment from
Medicare for its provision of DME.

Comment: A commenter noted that
proposed §424.57(c)(26)(v) requires a
surety to immediately notify the NSC if
there is a lapse in surety bond coverage.
The commenter stated that this
requirement is unreasonable because the
surety with the expiring surety bond
would not know whether the
replacement surety bond has been
issued or if the principal’s billing
privileges have been revoked. The
commenter believes that providing the
surety with the right to cancel the bond
and requiring the surety to notify CMS
and NSC if the surety has received a
notification of cancellation from the
principal should be adequate.

Response: We agree with the
commenter and have revised the
language in §424.57(d)(6)(iv) (proposed
§424.57(c)(26)(v)(D)) to read as follows:
“The surety must immediately notify
the NSC if there is a lapse in the surety’s
coverage of the supplier.” The surety, in
other words, will only be responsible for
notifying the NSC if its coverage of the
supplier has lapsed.

Comment: Several commenters
believe that we should have provisions
to protect a DMEPOS supplier if its
surety bond is erroneously reported as
lapsed or cancelled. The commenters
stated that a DMEPOS supplier should
have a reasonable, though limited,
amount of time to prove that an error
occurred, and that it has a valid surety
bond.

Response: Section 424.57(e)
(redesignated § 424.57(d)) specifies that
a revocation of a DMEPOS supplier’s
billing privileges does not become
effective until 15 days after the date on
the revocation notice letter. During that
15-day period, the supplier may submit
a corrective action plan (CAP) as
specified in § 424.535(a)(1).

Comment: A commenter stated that
the last two sentences of proposed
§424.57(c)(26)(x) appear to contemplate
that a bond will remain in force, but the
surety would change. The commenter
stated that this would be highly
unlikely, even though it is arguably
possible. The commenter stated that if a
DMEPOS supplier wants to change
sureties, then the typical way this
would occur would be for it to execute
a new bond with the new surety and
substitute the new bond for the existing
one. The commenter stated that the
respective liabilities of the sureties
would then be controlled by
subparagraphs (B) and (C) in proposed
§424.57(c)(26)(iv). The commenter
stated that if the DMEPOS supplier
provides an acceptable bond from a
different surety, then the new bond

should be liable for any claims made
after its effective date “regardless of
when the payment, overpayment or
other event giving rise to the claim”
occurred, and the replaced bond and its
surety should have no further liability
other than for claims already made.
Therefore, the commenter suggested
striking the last two sentences of
proposed § 424.57(c)(26)(x).

Response: We agree and have revised
§424.57(d)(9) (proposed
§424.57(c)(26)(x)) by removing the last
two sentences.

Comment: One commenter noted that
proposed § 424.57(c)(26)(xii) would give
CMS the ability to revoke a DMEPOS
supplier’s billing privileges if the
supplier fails to obtain, maintain, and
timely file a surety bond. The
commenter characterized this action as
a penalty and stated that revoking a
DMEPOS supplier’s billing privileges
would be harsh. The commenter stated
that revocation of billing privileges
should be reserved for the most
flagrantly noncompliant DMEPOS
suppliers, that some DMEPOS suppliers
may fail to comply with proposed
§424.57(c)(26)(xii) due to reasons
outside of their control, and that first-
time “‘simple negligence” should be
addressed with a less punitive sanction.

Response: As stated previously, if the
bond coverage lapses the supplier is
immediately out of compliance. This
provision is similar to the current
requirement at §424.57(c)(11) thata
DMEPOS supplier maintain
comprehensive liability insurance at all
times.

H. Exceptions to the Bond Requirement

Comment: Several commenters urged
us to establish an exception to the
surety bond requirement for physicians
and NPPs. The commenters stated,
among other things, that the Congress
did not intend for CMS to impose this
requirement on physicians and NPPs;
and referred to a conference report on
the BBA of 1997 indicating that “the
Conferees wish to clarify that these
surety bond requirements do not apply
to physicians and other health care
professionals.” The commenters also
noted that section 4312(c) of the BBA,
which provides the Secretary with the
authority to apply surety bond
requirements to health care providers
other than DME suppliers, explicitly
states that the surety bond requirements
may not be extended to physicians or
other practitioners as defined in section
1842(b)(18)(C) of the Act. Commenters
in support of an exception stated: (1)
Physicians and NPPs are already
licensed by the State; (2) large DMEPOS
suppliers that generate significant
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revenue may be able to absorb the cost
of the surety bond more than a
physician or NPP who occasionally
furnishes DMEPOS items for the
convenience of his or her patients; (3)
government reports show that
unscrupulous individuals and
corporations, not physicians who
primarily furnish DMEPOS only as an
ancillary service to their patients,
engage in fraudulent DMEPOS supplier
conduct; (4) personal instruction in
disease processes and prevention of
injuries for most Medicare beneficiaries
needs to come from a professionally
trained clinician, not from a DMEPOS
mail order catalogue; and (5) physicians
who occasionally provide DMEPOS
items for the convenience of his or her
patients may choose not to renew their
DMEPOS supplier numbers due to the
costly burden of the surety bond
requirement, and that this could impede
the ability of Medicare beneficiaries to
access immediate, safe, effective, and
quality care.

Conversely, several commenters
stated that physicians and NPPs should
not be exempt from the surety bond
requirement. One commenter stated that
physicians have been implicated in
large Medicare fraud prosecutions and
that large, publicly-traded chain
suppliers of DMEPOS have been at risk
for bankruptcy. The commenter
believed that requiring these suppliers
to obtain a surety bond would provide
an alternative means for CMS to recover
overpayments. Another commenter
stated that physicians are no less likely
to cost the Federal program money than
other DMEPOS suppliers, and a surety
bond should not be difficult for them to
obtain. Another commenter stated that
we should not exempt physicians and
NPPs that furnish DMEPOS as a
convenience to their patients from the
surety bond requirement unless they
otherwise meet the criteria for an
exception.

Response: In reviewing the statutory
language and legislative history of
section 4312(a) of the BBA, we believe
that the Congress intended to create an
exception for physicians and NPPs.
Accordingly, we have revised this final
rule to establish an exception to the
surety bond requirement for physicians
as defined in section 1861(r) of the Act
and NPPs as defined in section
1842(b)(18) of the Act, provided that the
items are furnished only to the
physician or NPP’s own patients as part
of his or her professional service as
defined at section 1861(q) of the Act and
as described in section 1861(s)(2)(K) of
the Act.

Comment: Several commenters
recommended that we not require a

surety bond for accredited and State-
licensed orthotic and prosthetic
personnel. A commenter stated that
State-licensed orthotic and prosthetic
suppliers are highly clinical and
service-oriented, and the training and
expertise required to provide quality
orthotic and prosthetic care differ
greatly from the provision of DME,
which typically requires little more than
opening a store front and obtaining a
Medicare supplier number.

Response: We agree with these
commenters and have created an
exception for State-licensed orthotic and
prosthetic personnel operating in
private practice and who are only
providing custom-made orthotics and
prosthetics and supplies related to
custom-made orthotics and prosthetics.

It is important to note that we believe
that there is a clear distinction between
a DMEPOS supplier enrolled as a State-
licensed orthotic and prosthetic
supplier operating in private practice
who is only providing custom made
orthotics and prosthetics and supplies
related to custom made orthotics and
prosthetics, and orthotic and prosthetic
personnel employed by a medical
supply company or co-owned with
another individual or entity or
furnishing DME. Since a medical supply
company can enroll as a DMEPOS
supplier with or without employing
State-licensed orthotic and prosthetic
personnel, we do not believe that
medical supply companies employing
State-licensed orthotic and prosthetic
personnel qualify for an exception
because the owners of the medical
supply company are responsible for the
management and billing of products and
services, not the licensed orthotic or
prosthetic personnel. Similarly, we
believe orthotic or prosthetic personnel
are not operating in private practice
when another individual or entity is a
part owner of the enrolled orthotic or
prosthetic personnel’s practice location.
Specifically, the business must be
solely-owned and operated by orthotic
or prosthetic personnel who are making
custom made orthotics or prosthetics.

Finally, as with physicians and NPPs,
State-licensed orthotic and prosthetic
personnel operating in private practice
risk their State license if they are found
guilty of fraudulent or abusive behavior,
whereas a medical supply company can
reorganize under new ownership and
reapply to participate in the Medicare
program. Consequently, since all
DMEPOS suppliers are required to be
accredited to participate in the Medicare
program by September 30, 2009, we do
not believe that it is appropriate to
establish an exception based solely on

whether State-licensed orthotic or
prosthetic personnel are accredited.

Comment: One commenter stated that
DME suppliers and non-accredited
suppliers of orthotic and prosthetic
services that bill Medicare for orthotic
and prosthetic services should be
subject to the surety bond requirement.
The commenter stated that, to the extent
that these providers submit claims for
orthotic and prosthetic care when they
do not possess “independent
validation” (for example, orthotic and
prosthetic accreditation certification or
State orthotic and prosthetic licensure),
the surety bond requirement is one way
for us to provide a basic level of
protection to the Medicare program.

Response: We agree with this
commenter. As such, we are not
establishing an exception to the surety
bond requirement for medical supply
companies that employ orthotic or
prosthetic personnel.

Comment: Some commenters urged us
to exempt physical therapists,
occupational therapists, and physician
assistants (PAs) from the surety bond
requirement. The commenters stated
that physical therapists, for instance,
who work in private practice often
specialize in treating certain conditions
and provide DMEPOS supplies that are
integral to their plan of care. The
commenters also maintained that, given
the small size of physical therapy
practices and the scope of services they
furnish, the potential for fraud and
abuse is limited. Commenters also
stated that the cost of the surety bond
may force some physical and
occupational therapists to not enroll or
to discontinue their enrollment as a
DMEPOS supplier, which may hinder
patient access to their services.
Commenters also expressed concern
that the surety bond requirement will
allow unqualified DMEPOS suppliers—
rather than qualified NPPs—to fabricate
custom splints because of their ability to
pay to obtain a surety bond.
Commenters stated that the fabrication
of custom orthotics and the frequent
adjustments they entail cannot be
performed by a DMEPOS supplier that
is not treating the Medicare beneficiary.
Yet another commenter stated that
suppliers of material for splints will be
affected by the surety bond requirement
if occupational therapists that provide
DMEPOS services opt out of the
DMEPOS program.

In addition, commenters stated that
the surety bond requirement will have
a negative impact on physical and
occupational therapists, certified hand
therapists, and PAs that work for small
businesses, not-for-profit organizations,
and minority-owned companies. The
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commenter stated that small businesses
that provide occupational therapy
services, such as outpatient
occupational therapy clinics, are already
burdened with the DMEPOS application
and reoccurring certification
requirement and accompanying
expense.

Response: While PAs are included in
the definition of “nonphysician
practitioner” in accordance with section
1842(b)(18)(C) of the Act, physical
therapists and occupational therapists
are not included. However, we believe
that physical therapists in private
practice and occupational therapists in
private practice should be exempt from
the surety bond requirements, provided
that the therapist furnishes orthotics,
prosthetics and supplies to the
therapist’s own patients as part of the
physical or occupational therapy
service.

We believe that this approach is
consistent with both the provisions that
had been established in the DMEPOS
competitive bidding program prior to
the enactment of the MIPPA, as well as
the intention of section 4312(a) of the
BBA. As with prosthetic and orthotic
personnel, we believe that there is a
clear distinction between a DMEPOS
supplier enrolled as a physical or
occupational therapist in private
practice and physical or occupational
therapists employed by a medical
supply company or co-owned with
another individual or entity. Since
medical supply companies can enroll as
a DMEPOS supplier with or without
employing State-licensed physical or
occupational therapists, we do not
believe that medical supply companies
employing State-licensed physical or
occupational therapists qualify for an
exception because the owners of the
medical supply company are
responsible for the management and
billing of products and services, not the
licensed physical or occupational
therapist. In addition, we believe that a
physical or occupational therapist is not
operating in private practice when
another individual or entity is a part
owner of the enrolled therapist’s
practice location. Specifically, the
business must be solely-owned and
operated by the physical or
occupational therapist.

Finally, as with physicians and NPPs,
and State-licensed orthotic and
prosthetic personnel operating in
private practice, physical and
occupational therapists risk their State
license if they are found guilty of
fraudulent or abusive behavior.
Nonphysician practitioners, physical
therapists in private practice and
occupational therapists in private

practice who furnish DMEPOS products
or services that are not incident to a
physician’s order, or who enroll to
provide DMEPOS to the general public,
must separately enroll and are subject to
the bonding requirement. Finally, we
recognize that although physical and
occupational therapists, certified hand
therapists, and PAs work for small
businesses, not-for-profit organizations,
and minority-owned companies, the
bonding requirement is the
responsibility of the owner(s) of the
DMEPOS supplier, regardless of the size
of the business.

Comment: A commenter stated that
we should require DMEPOS suppliers
that have a history of committing
Medicare fraud and abuse to obtain a
surety bond.

Response: We appreciate this
comment and are establishing an
increased surety bond amount for those
DMEPOS suppliers that have
significantly higher risk.

Comment: Some commenters asked us
to waive the surety bond requirement
for nursing facilities that provide
DMEPOS services and bill Medicare for
those services for their own residents.
The commenters stated that the surety
bond requirement aims to deter
fraudulent conduct that is primarily and
historically associated with small,
independent, and commercial DMEPOS
suppliers, not with nursing facilities
that provide DMEPOS to their own
residents. The commenters also stated
that nursing facilities are subject to
other legal and regulatory requirements
that ensure that they are qualified to
provide DMEPOS services to their
residents. The commenters also stated
that we did not demonstrate in the
August 1, 2007 proposed rule that
DMEPOS fraud in nursing homes is a
bona fide problem.

Response: We disagree with the
commenters and note that nothing in
the statute or section 4312(a) of the BBA
indicates a Congressional intent to
exempt nursing facilities from the surety
bond requirement. Indeed, the statute
requires all suppliers of DME, except for
physicians and NPPs who provide DME
to their patients, to provide the
Secretary with a surety bond.

Comment: Some commenters stated
that we should develop an exception to
the surety bond requirement for
pharmacies that provide DMEPOS only
when necessary for the administration
of a drug and that furnish DMEPOS as
a convenience to their patients. The
commenters believe that requiring
pharmacies to obtain a surety bond may
prevent or discourage them from
providing DMEPOS services to
Medicare beneficiaries, who benefit

from being able to obtain all of their
medications, including those that must
be administered via a medical device,
from a single pharmacy.

One commenter stated that we should
exempt pharmacies that furnish home
infusion DMEPOS services (in other
words, services that require medications
to be administered intravenously in a
patient’s home) and pharmacies that
provide a small volume of DMEPOS
from the surety bond requirement
unless they have had a prior adverse
history.

Response: In reviewing the legislative
history of section 4312(a) of the BBA
and the overall purpose of the surety
bond requirement, we do not believe
that there was a congressional intention
to exempt pharmacies—regardless of
size or setting—from the surety bond
requirement.

Comment: Several commenters stated
that we should develop an exception to
the surety bond requirement for large,
publicly-traded chain DMEPOS
suppliers. Some commenters stated that
these companies are subject to laws
such as the Sarbanes-Oxley Act, which
targets corporate fraud by requiring
public companies to implement internal
controls, enhances financial disclosures,
and imposes penalties for
noncompliance. This indicates that
large, publicly-traded companies are not
the type of businesses that the Congress
intended to target with the surety bond
requirement. The commenters
maintained that the Congress supported
the surety bond requirement because it
was concerned about “fly-by-night”
companies that can quickly and
inexpensively set up sham businesses to
fraudulently receive Medicare
reimbursement. Other commenters
stated that large, publicly-traded
companies tend to have established
relationships with the Medicare
program and significant assets. As a
result, they pose less risk of
nonpayment to the Medicare program
than other DMEPOS suppliers, which
may have less established relationships
with the Medicare program and fewer
assets.

One commenter suggested criteria that
we could use to exempt large, publicly-
traded chain suppliers of DMEPOS from
the surety bond requirement. The
commenter suggested that in order for a
large, publicly traded DMEPOS supplier
to be exempt from the surety bond
requirement, we could require the
DMEPOS supplier to have a minimum
net worth for the chain (as set by CMS)
and be publicly-traded. The commenter
recommended that the supplier’s net
worth should be $5 million. The
commenter also stated that we might
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also consider the following factors: Prior
history of paying Medicare debts;
revocation or suspension of a license to
provide health care products or services;
Federal or State criminal convictions
related to the delivery of health care
products or services; and exclusion(s)
from Federal or State health care
programs. Yet, another commenter
stated that we may wish to adopt
criteria for what would constitute a
“large, publicly-traded company,” such
as a dollar threshold for capitalization
and annual gross sales volume.

Conversely, many commenters urged
us not to establish an exception to the
surety bond requirement for large,
publicly-traded chain suppliers of
DMEPQOS. One commenter stated that
the exception should not be granted
because large, publicly-traded chain
suppliers of DMEPOS represent the
same level of risk for inappropriate
Medicare billing as other DMEPOS
suppliers. Another commenter stated
that such high volume suppliers pose
significant risk exposure, particularly if
they become bankrupt. Yet another
commenter stated that there is no
legitimate basis to exempt larger
DMEPOS suppliers from the surety
bond requirement.

Response: In reviewing the statutory
language and legislative history of
section 4312(a) of the BBA and the
overall purpose of the surety bond
requirement, there is nothing to indicate
that the Congress intended to exempt
publicly-traded chain DMEPOS
suppliers from the surety bond
requirement. Accordingly, we are not
able to establish such an exemption for
publicly-traded chain DMEPOS
suppliers.

Comment: Some commenters urged us
to exempt all State-licensed chain
pharmacies from the surety bond
requirement without regard to whether
they are “large” or “publicly-traded.”
Some commenters stated that, unlike
other DMEPOS suppliers, community
pharmacies are subject to numerous and
rigorous Federal and State standards.
Other commenters stated that staff
pharmacists, technicians, and other
employees at the community chain
pharmacies have no financial incentive
to engage in Medicare fraud because
their compensation is not tied to the
volume of Medicare prescriptions filled
or DMEPOS items.

Response: While it may be true that
staff pharmacists at pharmacies do not
have an incentive to perpetuate schemes
that may increase reimbursement levels
for the pharmacy, there is nothing in
section 4312(a) of the BBA or its
legislative history to indicate that the
Congress intended to exempt these

suppliers from the surety bond
requirement. As such, we disagree that
we should establish a broad based
exception for all State-licensed chain
pharmacies.

Comment: A commenter stated that
there should be a monetary cap on the
amount of the surety bond required for
DMEPOS suppliers that belong to a
chain. The commenter believed that this
cap should not be limited only to
publicly traded DMEPOS suppliers.

Response: We disagree that such a cap
should be established, since DMEPOS
suppliers are enrolled separately and are
required to obtain a distinct NPI for
each practice location if the DMEPOS
supplier is operating as an
organizational entity.

Comment: Several commenters stated
that businesses falling under the Small
Business Administration’s (SBA)
definition of “small business” should be
exempt from the surety bond
requirement.

Commenters stated that criteria for an
exception to the surety bond
requirement for small businesses could
be based on a percentage of Medicare
revenue and/or a percentage of revenue
from Medicare DMEPOS.

Response: We disagree that we should
establish an exception for small
businesses based solely on the fact they
are defined as a small business by the
SBA. This would create an exception for
nearly all DMEPOS suppliers and would
effectively nullify the provisions
contained in section 4312(a) of the BBA.
Moreover, we believe that this
requirement will limit the Medicare
program’s exposure to fraudulent
DMEPOS activity; enhance the Medicare
enrollment process to help ensure that
only legitimate DME suppliers are
enrolled or are allowed to remain
enrolled in the Medicare program;
ensure that the Medicare program
recoups erroneous payments that result
from fraudulent or abusive billing
practices by allowing CMS or our
designated contractor to seek payments
from a surety up to the penal sum; and
help ensure that Medicare beneficiaries
receive products and services that are
considered reasonable and necessary
from legitimate DME suppliers.

Comment: Several commenters stated
that if we implement the surety bond
requirement, it should hold all DMEPOS
suppliers to the same standard and no
exceptions to the requirement should be
granted.

Response: We disagree with the
commenters because, as previously
explained in this final rule, the Congress
intended for some categories of
DMEPOS suppliers to be exempt from
the surety bond requirement.

Comment: Several commenters stated
that if a DMEPOS supplier is in “good
standing”” with Medicare or has
operated for a number of years (for
example, 5 years) without committing
Medicare fraud or abuse, then we
should exempt the supplier from the
surety bond requirement. Other
commenters stated that we should
exempt from the surety bond
requirement those DMEPOS suppliers
that have no prior adverse history with
Medicare. The commenters maintained
that we should exempt from the surety
bond requirement all DMEPOS
suppliers that: (1) Have been enrolled in
the DMEPOS program for at least 10
years; (2) have never had their Medicare
billing privileges revoked; (3) pose no
increased risk to the Medicare program;
(4) have not engaged in materially
questionable billing practices in the
past; and (5) have never had any history
of criminal, civil, or administrative
sanctions imposed against them.

Response: We disagree with the
commenters. We do not believe that
anything in section 4312(a) of the BBA
indicates that the Congress intended for
us to establish such a broad based
exception for DMEPOS suppliers
participating in the Medicare program.
In addition, we do not believe that a
broad based exception would address
systemic problems with fraud and abuse
perpetuated by significant numbers of
newly enrolling DMEPOS suppliers
each year.

Comment: Several commenters
maintained that established DMEPOS
suppliers that open new locations or
that acquire established DMEPOS
suppliers should be exempt from the
surety bond requirement. The
commenters stated that the value of the
surety bond in these instances would be
small compared to the financial and
administrative burden imposed on the
DMEPOS suppliers.

Response: We disagree with the
commenters. While we are establishing
an exception to the surety bond
requirement for certain DMEPOS
suppliers, for reasons discussed in the
preamble to this final rule we do not
believe that it is appropriate to establish
a broad based exception for new
DMEPOS practice locations or changes
of ownership for existing DMEPOS
suppliers.

Comment: Many commenters stated
that we should consider establishing an
exception to the surety bond
requirement for suppliers that provide
DMEPOS services on an occasional
basis or in a low volume. For example,
one commenter stated that a DMEPOS
supplier with annual payments of less
than a specified dollar amount would be
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exempt from the surety bond
requirement.

Response: We disagree with the
commenters. It is not possible for us to
determine whether a newly enrolling
DMEPOS supplier will only bill on an
occasional basis or in low volumes on
a prospective basis. In addition, we
believe that newly enrolling DMEPOS
suppliers should develop a business
case and market analysis to determine
whether it makes business sense to open
and establish a new DMEPOS supplier
business. Moreover, with the delay in
implementation of the surety bond
requirement for existing DMEPOS
suppliers until 9 months after the
effective date of this final rule, we
believe that existing DMEPOS suppliers
will need to make the business decision
as to whether to participate in the
Medicare program after the full
implementation of accreditation in
September 2009.

Comment: Several commenters stated
that we should establish an exception to
the surety bond requirement for home
health agencies and hospices that
provide DMEPOS items as a
convenience to their patients. One
commenter stated that in a 1999 report
by the Government Accounting Office
(GAO) entitled “Medicare Home Health
Agencies: Role of Surety Bonds in
Increasing Scrutiny and Reducing
Overpayments,” the GAO indicated that
the primary benefit of a surety bond is
the scrutiny a surety provides as it
reviews an applicant. The commenter
stated that the GAO recommended that
home health agencies with a proven
track record in returning overpayments
be exempt from the surety bond
requirement. The commenter also stated
that we did not explain why we ignored
this information in the August 1, 2007
proposed rule.

Response: While we are aware of this
report, we do not believe that it is
appropriate to establish an exception to
the bonding requirement for home
health agencies and hospices. To the
extent that HHAs provide DME to their
patients, the statute requires that they
submit a surety bond to the Secretary.
We also note that we continue to
experience systemic problems with
fraud and abuse perpetuated by
significant numbers of home health
agencies. To address this specific
concern of home health fraud, we
initiated a provider enrollment home
health demonstration in FY 2008 in
Harris County, Texas and in select
counties in California. Based on the
results of these demonstrations, we will
consider expanding these
demonstrations into other parts of the
country.

Comment: Several commenters
believe that we should exempt rural
DMEPOS suppliers from the surety
bond requirement. The commenters
stated that exempting rural DMEPOS
suppliers that are in good standing with
Medicare and that do not otherwise
pose a risk to the Medicare program (for
example, meet our accreditation
standards) will ensure appropriate
access to DMEPOS items for rural
beneficiaries.

Conversely, another commenter stated
that we should not exempt rural
DMEPOS suppliers from the surety
bond requirement unless they otherwise
meet the criteria for an exception.

Response: While we understand the
commenter’s concerns, we do not
believe that it is appropriate to establish
a broad-based exception for rural
DMEPOS suppliers based solely on the
fact that they are located in a rural area.
As stated above, we believe that rural
DMEPOS suppliers should only receive
an exception if they meet other criteria
for an exemption.

Comment: Several commenters
believe that holding all suppliers to the
same surety bond requirement would
place a disproportionate burden on
smaller suppliers, give an unfair
advantage to larger suppliers that may
have more financial resources, and
would not appropriately safeguard the
Medicare Trust Fund from fraud. The
commenters stated that small DMEPOS
suppliers, particularly those located in
rural areas, may not be able to remain
in business if they are subject to the
surety bond requirement because the
cost of the bond would exceed their
annual Medicare reimbursement for
DMEPOS items.

Response: As stated previously, we do
not believe that it is appropriate to
establish a broad-based exception for
small or rural suppliers of DMEPOS
unless they meet other criteria for an
exception.

Comment: A commenter stated that
the surety bond requirement will not
stop fraud committed by pharmacies
that furnish home infusion DMEPOS
services or home infusion pharmacies
because there will always be a means to
fraudulently bill Medicare for services.
However, the commenter maintained
that the surety bond requirement will
decrease the availability of DMEPOS
services for patients that need home
infusion DMEPOS services. Another
commenter stated that we should not
exempt from the surety bond
requirement those pharmacies that
provide DMEPOS as a convenience to
their patients unless they otherwise
meet the criteria for an exception.

Response: As stated above, the
purpose of a surety bond is to: (1) Limit
the Medicare program risk to fraudulent
DME suppliers; (2) enhance the
Medicare enrollment process to help
ensure that only legitimate DME
suppliers are enrolled or are allowed to
remain enrolled in the Medicare
program; (3) ensure that the Medicare
program recoups erroneous payments
that result from fraudulent or abusive
billing practices by allowing CMS or our
designated contractor to seek payments
from a surety up to the penal sum; and
(4) help ensure that Medicare
beneficiaries receive products and
services that are considered reasonable
and necessary from legitimate DME
suppliers. In addition, while we believe
that some DMEPOS suppliers will make
the decision to withdraw from the
Medicare program due to the additional
costs associated with the surety bond,
we believe that Medicare beneficiaries
will not encounter barriers to care.

Comment: One commenter stated that
it is a community pharmacy that
receives Medicare reimbursement for
selling diabetic supplies to patients. The
commenter indicated that it has neither
rented any equipment nor bid on any
Medicare contracts. If this final rule is
implemented, the commenter asked
whether it would be subject to the
surety bond requirement.

Response: We are not adopting an
exception to the surety bond
requirement for community pharmacies
because the requirement is designed to
ensure that owners of community
pharmacies maintain basic financial
solvency requirements to continue
participation in the Medicare program.

Comment: One commenter stated that
nothing prevents us from creating
exceptions to the surety bond
requirement based on the
reasonableness of the exceptions.

Response: We agree that the Secretary
has the authority to establish exceptions
to the surety bond requirement for,
among other entities, providers of
services and suppliers of orthotics,
prosthetics, and supplies. In response to
public comments, we have established
several exceptions to the bonding
requirement for certain suppliers of
DMEPQOS, specifically certain suppliers
of orthotics, prosthetics, and supplies in
this final rule.

Comment: One commenter
recommended that we delay publishing
this final rule until we receive explicit
guidance from the Congress on the types
of exemptions that should be provided
to the surety bond requirement. The
commenter stated that, since 10 years
have passed since the BBA was enacted,
there appears to be no particular sense
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of urgency to publish this final rule.
Another commenter stated that neither
the BBA nor its accompanying
conference report gives us the authority
to grant surety bond exceptions for
certain classes of suppliers. Several
other commenters questioned the need
for the surety bond requirement at all
stating that the bond requirement
specified in the BBA of 1997 reflected
a different era. For example, one
commenter observed that DMEPOS
suppliers are now required to become
accredited; another commenter stated
that the NSC now performs on-site
inspections before issuing billing
numbers.

Response: We continue to believe that
section 4312(a) of the BBA permits us to
establish an exception to the final rule’s
surety bond requirement. Moreover, in
developing this final rule, we have
considered the impact that accreditation
will have on the suppliers of DMEPOS.

Comment: Commenters recommended
that we implement a risk-based system
that would require only DMEPOS
suppliers that are likely to submit
inappropriate billings to Medicare to
comply with the surety bond
requirement. Specifically, commenters
stated that the requirement should
apply only to DMEPOS suppliers that—
(1) Have no prior history with the
Medicare program unless they are part
of an existing large, publicly-traded
Medicare-enrolled DMEPOS suppliers
that is opening a new pharmacy or
taking ownership of another pharmacy;
(2) suppliers that have engaged in
materially questionable billing practices
in the past; and (3) suppliers that have
had any history of criminal, civil, or
administrative sanctions involving the
Medicare program. One commenter
believed that DMEPOS suppliers that
fall into category 1 above should not be
treated as new suppliers because they
would be subject to the large DMEPOS
supplier’s policies and procedures. In
addition, a commenter stated that, in
determining the materiality of any
billing practice under category 2 above,
we should take into account the overall
size of the DMEPOS supplier and its
number of locations. Finally, a
commenter stated that the surety bond
requirement should only be applied
based on the number of locations that
might be involved in Medicare fraud
and abuse unless there is evidence of
corporate-wide efforts to engage in
fraudulent activity.

Response: Consistent with section
4312(a) of the Balanced Budget Act of
1997 (BBA), this final rule implements
section 1834(a)(16) of the Act by
requiring certain Medicare suppliers of
DMEPOS to furnish CMS with a surety

bond. In addition, by establishing an
elevated surety bond for those DMEPOS
with increased risk, we believe that we
are implementing a risk-based system
for those suppliers that are considered
high-risk.

I. High-Risk Suppliers

Comment: One commenter disagreed
with increasing the bond amount based
on a supplier’s elevated risk. The
commenter maintained that additional
risk is addressed by sureties in the
underwriting process and that a surety
evaluates whether to write a bond based
on whether the surety believes the
principal will perform its obligations. In
addition, the commenter observed that
high risk criteria are taken into account
in the decision whether to write the
bond and whether collateral is required
from the principal.

Response: While we agree that
sureties consider additional risk when
determining whether to issue a bond,
sureties may not know that a particular
supplier poses additional risk to the
Medicare program based on past
practices. In order for Medicare to easily
convey to the surety that a particular
individual or organization poses an
elevated risk level, we believe that it is
appropriate for Medicare to require a
higher surety bond amount for certain
DMEPOS suppliers participating in the
Medicare program or for those DMEPOS
suppliers that may be seeking to re-
enroll in the Medicare program.
Accordingly, we believe that we are in
a unique position to inform sureties that
certain DMEPOS suppliers pose a
higher-than-normal risk to the Medicare
program.

Comment: One commenter stated that
we should apply the surety bond
requirement in a manner designed to
exact the higher surety amount from
DMEPOS suppliers that pose the
greatest risk to the Medicare Trust
Funds.

Response: We agree with the
commenter that a higher surety amount
should be required from DMEPOS
suppliers that pose an elevated risk and
have revised the provisions of this final
rule accordingly.

Comment: A commenter
recommended that we keep the initial
surety bond to a single amount because
CMS may need to gain some experience
with implementing a base surety
amount before it undertakes a more
complicated approach that involves
elevated amounts of surety bonds for
higher risk DMEPOS suppliers.

Response: While we appreciate this
commenter’s recommendation, we do
not believe that the implementation of
varying surety bond amounts for high

risk suppliers will pose an undue
administrative burden on CMS or our
contractor, the NSC. In fact, no later
than 120 days after the publication of
this final rule, we will notify each
existing DMEPOS supplier by mail of
the need to obtain with an elevated
bond to maintain its enrollment in the
Medicare program. In addition, we will
work with the NSC to conduct outreach
to all DMEPOS suppliers regarding the
need to obtain a surety bond. Our
outreach efforts will include discussing
the implementation of the surety bond
rule during Open Door Forums, issuing
listserv announcements from CMS and
the NSC, and posting information
regarding this new requirement on our
Web site.

Comment: Several commenters stated
that new DMEPOS suppliers that have
no prior billing history with the
Medicare program should be required to
obtain a surety bond for 5 years to
establish a pattern of compliance with
Medicare rules and regulations. One
commenter stated that, if no sanctions
are imposed against these suppliers
during this timeframe, then we should
no longer require them to obtain a
surety bond. The commenter stated that
new DMEPOS suppliers should not
include locations that are opened by
DMEPOS suppliers that are exempt from
the surety bond requirement.

Response: We disagree with the
commenters because section 4312(a) of
the BBA did not specify nor did we
propose a limitation on the base
bonding period. Accordingly, we are not
adopting this recommendation to
establish a minimum bonding period for
existing or newly enrolling suppliers of
DMEPOS. Nevertheless, we believe that
the duration of the elevated surety bond
amount should be limited. Accordingly,
in this final rule, we have established a
3-year duration on elevated surety bond
amounts. We believe that this affords
the appropriate protections to the
Medicare program, establishes a
reasonable period of time for
submission of an elevated surety bond
amount, and is consistent with our
established reenrollment period for
DMEPOS suppliers found in § 424.57(f)
(redesignated §424.57(e)).

Comment: A commenter stated that,
in general, surety bonds should be
required for an entire category of
licensees rather than exempting certain
lower risk licenses. The commenter
stated that requiring a bond from only
a small segment of the group because
that segment represents a higher risk
and will likely cause future losses is a
selection against the surety. According
to the commenter, this is called adverse
selection. The commenter stated that a
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surety needs to underwrite the entire
group in order to adequately price and
spread the risk of exposure. The
commenter stressed that adverse
selection would discourage sureties
from participating in a market and
would make obtaining the bond more
difficult for those subject to the surety
bond requirement.

Response: While this final rule
establishes exceptions for certain
suppliers of DMEPOS, we believe that a
sufficiently large number of other types
of DMEPOS suppliers will remain in
order for sureties to calculate and adjust
for any adverse selection.

Comment: A commenter stated that
many DMEPOS suppliers have “billing-
related problems” with CMS, and that
the vague proposed criteria (see 72 FR
42005) is not useful. The commenter
believed that it would be difficult, if not
impossible, for DMEPOS suppliers to
obtain a bond from any surety if this
type of criteria is used. The commenter
recommended that only an “unpaid
final action” that is not satisfied at the
time a DMEPOS supplier applies for a
surety bond be used to identify a
DMEPOS supplier that would be subject
to an elevated surety bond.

Response: We have clarified
§424.57(d)(4) (proposed
§424.57(c)(26)(iii)) to address this
concern.

Comment: A commenter suggested
that the surety bond requirement be
eliminated after a business has had
satisfactory relations with CMS for a 3-
year time period. The commenter stated
that this should apply to any surety
bond. If CMS cannot adopt this
recommendation due to a statutory
restriction, then the commenter
suggested that we reduce the bond level
by $10,000 for each successful year of
relationship with CMS until the bond
level amount reaches a minimum
threshold of $10,000. The commenter
stated that this amount would then be
in effect “until there is a problem of
some kind.”

Response: We do not have the
statutory authority to lower the surety
bond amount below $50,000 and, as
stated previously, section 4312(a) of the
BBA did not specify nor did we propose
a limitation on the base bonding period.
Accordingly, we are not adopting this
recommendation to establish a
minimum bonding period for existing or
newly enrolling suppliers of DMEPOS.

Comment: A number of commenters
stated that we should require current
Medicare-enrolled DMEPOS suppliers
with a prior “adverse history” of
criminal, civil, or administrative
sanctions for billing-related problems to
obtain a surety bond.

Response: We appreciate the
commenters’ support for surety bonds
for those suppliers of DMEPOS that
pose a significantly higher risk to the
Medicare program and note that the
provisions of this final rule cover such
individuals.

Comment: One commenter observed
that, according to the August 1, 2007
proposed rule, examples of final adverse
actions include, but are not limited to,
the following: Federal and State
criminal convictions; formal or official
actions such as a revocation of Medicare
billing privileges; a revocation or
suspension of a license; and an
exclusion from participation in Federal
or State health care programs. The
commenter stated that our proposal to
increase the bond amount by $65,000
per occurrence if the DMEPOS supplier
poses a significantly higher than average
risk to the Medicare Trust Funds may
penalize legitimate DMEPOS suppliers.
The commenter stated that if the final
rule imposes a surety bond requirement
based on risk categories, then we need
to create an exception to address honest
mistakes by a DMEPOS supplier or the
NSC. The commenter stated that we
should limit such elevated costs to
higher risk DMEPOS suppliers.

Another commenter stated that we
need to specifically define the term
“adverse actions.” The commenter
noted that even legitimate DMEPOS
suppliers can be subject to
overpayments, Federal investigation, or
corporate integrity agreements. The
commenter explained that, on their face,
these actions could appear to be
“adverse actions.” To ensure that
legitimate DMEPOS suppliers are not
unfairly penalized by the surety bond
requirement, the commenter maintained
that we must list all “adverse actions”
that would subject a supplier to elevated
bond payments.

Response: We agree and have clarified
what constitutes a final adverse action
in §424.57(c)(26)(a). A final adverse
action means one or more of the
following actions:

(i) A Medicare-imposed revocation of
any Medicare billing privileges;

(ii) Suspension or revocation of a
license to provide health care by any
State licensing authority;

(iii) Revocation or suspension by an
accreditation organization;

(iv) A conviction of a Federal or State
felony offense (as defined in
§424.535(a)(3)(A)(i)) within the 10 years
preceding enrollment, revalidation, or
re-enrollment; or

(v) An exclusion or debarment from
participation in a Federal or State health
care program.

Under the final adverse action as
specified in section 221(g)(1)(A) of the
Health Insurance Portability and
Accountability Act of 1996 (Pub. L.
104-191) (HIPAA), we believe that a
final adverse action occurs when the
action is imposed, not when a DMEPOS
supplier has exhausted all of its appeal
rights associated with the final adverse
action.

In addition, we believe that the
provider enrollment appeals process
affords existing suppliers of DMEPOS
with an administrative avenue to
challenge a revocation determination.

J. Access to Bonds

Comment: A commenter stated that
our surety bond requirement may
hinder DMEPOS suppliers’ ability to
obtain surety bonds. The commenter
indicated that sureties may be unwilling
to provide surety bonds to DMEPOS
suppliers because the surety bond
requirement imposes conditions that
extend beyond the standards in the
surety bond industry. The commenter
stated that we failed in the August 1,
2007 proposed rule to discuss how this
final rule will directly affect the surety
industry as well as DMEPOS suppliers’
ability to obtain surety bonds. The
commenter urged us to provide this type
of analysis in the final rule.

Response: We believe that we have
clarified the obligations of sureties in
this final rule. Moreover, based on
information received from sureties as
well as our independent research, we
are confident that legitimate DMEPOS
suppliers will be able to acquire a surety
bond.

Comment: A commenter maintained
that there must be real-time access to
supplier information for sureties to
evaluate risks. If this information is not
available or is not provided to sureties,
then the commenter believed that surety
bonds may not be available for DMEPOS
suppliers.

Response: We agree that sureties will
require appropriate financial
information in order to evaluate the
risks associated with issuing a bond to
a particular DMEPOS supplier, and
believe that a surety should ensure that
the supplier furnishes this information
to it.

Comment: One commenter stated that
we must meet with surety bond
underwriters and vet surety bond
requirements with the underwriters to
ensure underwriter participation, and
then make any necessary changes to the
surety bond requirement prior to
implementing this final rule.

Response: We have examined the role
of underwriters in this process and have
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made revisions to this final rule as
necessary.

Comment: A commenter stated that it
is uncertain as to whether the surety
industry will be willing to issue surety
bonds that comport with the surety
bond requirement. The commenter
stated that it contacted three sureties.
Two of the sureties stated that they
would not issue such bonds. The other
surety stated that it might consider
issuing such bonds to DMEPOS
suppliers with established and
unblemished records of participation in
the DMEPOS program. The sureties
stated that they would not issue bonds
to DMEPOS suppliers that have their
billing privileges revoked.

Response: While we appreciate the
commenter’s concerns, we believe that a
reasonable number of sureties will offer
to issue bonds to DMEPOS suppliers.
Indeed, we believe that our
implementation of this requirement will
help create a market for sureties, as will
the delay in the implementation of the
bond requirement.

Comment: A commenter recalled that
in the past we have experienced
difficulty in attempting to implement a
surety bond requirement in the home
health industry, and that we abandoned
that proposal as unworkable. The
commenter believes that we would have
difficulty implementing a surety bond
requirement in the DMEPOS industry
and speculated that it would be difficult
to identify companies that would issue
surety bonds for the DMEPOS industry.

Response: As stated above, we are
confident that significant numbers of
sureties will offer to issue bonds to
DMEPOS suppliers; however, we have
delayed the implementation for existing
DMEPOS suppliers until 9 months after
the effective date of this final rule.

K. Standard Bond Form

Comment: One commenter stated that,
instead of leaving the actual terms of the
bond up to each supplier or surety, we
should require each DMEPOS supplier
and surety use a standard bond form.
Otherwise, the commenter stated, CMS
will have to review each bond form
submission to verify that it meets the
terms of the surety bond requirement.
The commenter stated that this proposal
would make it easier for DMEPOS
suppliers to obtain the surety bond,
remove any uncertainty as to whether a
particular bond complies with the
surety bond requirement, and relieve
CMS of a large volume of work
reviewing the terms of each bond
submission.

Response: While we appreciate the
commenter’s suggestion, we believe that
this final rule will provide DMEPOS

suppliers with the guidance and
flexibility necessary to obtain surety
bonds that meet the requirements of the
final rule.

L. Suggested Alternatives

Comment: Several commenters
proposed alternatives to the surety bond
requirement. One commenter stated that
financial statements have been recently
used by CMS to determine the financial
stability of DMEPQOS suppliers that
apply for competitive bidding. The
commenter indicated that these
statements should be an acceptable
alternative to a surety bond. Another
commenter observed that we could
require a bank letter of credit from a
DMEPOS supplier or a DMEPOS
supplier could provide us with a letter
from an insurance broker that verifies
the supplier’s worth.

Response: We disagree with the
comments that the alternatives proposed
would offer as much protection to the
Medicare Trust Funds as the proposed
surety bond. Also, none of the
alternatives offered above would allow
Medicare to recoup any mistaken
payments.

Comment: One commenter stated that
large DMEPOS chain suppliers could be
given the option to buy a $50,000 surety
bond for each site or to buy one surety
bond that equals 5 percent of their total
reimbursement at all of their sites.

Response: We do not believe it is
appropriate to allow chain stores to
purchase a single bond that equals 5
percent of their total reimbursement.
Moreover and as already stated, there is
nothing in section 4312(a) or its
legislative history to indicate that the
Congress intended for the bond amount
to be tied to the supplier’s level of
reimbursement.

Comment: One commenter stated that
instead of implementing this final rule,
we should exclude from the Medicare
program DMEPOS suppliers that have
been investigated by law enforcement
(for example, the Federal Bureau of
Investigation) and that have repaid
millions of dollars in restitution to the
government.

Response: While we have the
authority to revoke the billing privileges
of a DMEPOS supplier, we do not have
the authority to exclude a DMEPOS
supplier from the Medicare program.
This authority rests with the OIG.

Comment: Some commenters stated
that instead of implementing this final
rule, we should make accreditation
mandatory for all Medicare DMEPOS
suppliers. One commenter stated that
mandatory accreditation would ensure
that DMEPOS suppliers are legitimate
before they are issued billing numbers

and allowed to bill the Medicare
program. Another commenter stated that
mandatory accreditation would be more
effective at reducing Medicare fraud
than this final rule.

Response: We believe that
accreditation will improve the quality of
products and services furnished to
Medicare beneficiaries, accreditation
does not offer as much protection to the
Medicare Trust Fund as the proposed
surety bond; accreditation does not
allow Medicare to recoup any mistaken
payments. In addition, section 154(b) of
the MIPPA added a new subparagraph
(F). This subparagraph states that
eligible professionals and other persons
(defined above) are exempt from
meeting the October 1, 2009
accreditation deadline unless we
determine that the quality standards are
specifically designed to apply to such
professionals and persons.

Comment: One commenter stated that
DMEPOS suppliers should be
recredentialed on an annual basis,
whereby suppliers would be required to
provide year-end financial statements,
current information, and insurance
renewals.

Response: We disagree with this
commenter that an annual
recredentialing process is necessary and
whether an annual recredentialing
process would afford the Medicare
program with the type of protection
afforded by implementing a surety
bond.

Comment: Another commenter stated
that we should either delay further
expansion of the competitive bidding
program or allow provisions so that
bidders who have submitted bids before
the implementation of the surety bond
requirement may have their prices
adjusted accordingly when the surety
bond requirement is implemented.

Response: As previously stated in this
final rule, on July 15, 2008 the Congress
enacted the MIPPA delaying the
implementation of the DMEPOS
Competitive Bidding Program.

Comment: One commenter stated the
following: “Collecting on a surety bond
should involve adequate due process
protections for a surety. While that
process can start with a letter from
CMS]|,] the surety should have the
ability to ‘look behind the curtain’ to be
sure that the recoupment has not
already been accomplished before
sending in the bond funds. The same
process should apply in reverse. If CMS
recoups after asking the surety for
fundsl,] then the burden should be on
CMS to automatically refund the
payment to the source of the funds,
[which would be] the surety.”
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Response: We disagree with the
commenter. Since our primary
relationship is with the DMEPOS
supplier, we believe that only the
DMEPOS supplier is eligible to appeal
our decision.

Comment: One commenter stated that
we are attempting through the surety
bond requirement to encourage
Medicare beneficiaries who need
diabetes testing supplies to purchase
these supplies through mail order
instead of from retail pharmacy
DMEPOS suppliers. The commenter
stated that this could potentially further
reduce declining revenues that retail
pharmacies would receive from selling
Medicare DMEPOS. The commenter
also stated that, although it would like
to continue to provide beneficiaries
with access to DMEPOS, the increasing
number of requirements that we impose
on DMEPOS suppliers, coupled with a
potential decrease in retail-based
revenues, could cause it to reassess the
economic feasibility of being a DMEPOS
supplier.

Response: We are implementing
statutory requirements to establish a
surety bond requirement for DMEPOS
suppliers. We are not attempting to steer
Medicare beneficiaries to any particular
individual DMEPOS supplier or type of
DMEPOS supplier (for example, mail
order).

Comment: A commenter stated that
the general tone of the August 1, 2007
proposed rule shows that we do not
understand the complexity of the surety
bond market. The commenter predicted
that, if DMEPOS suppliers are required
to obtain a surety bond as a result of this
final rule, most of them will have a
difficult time obtaining one. The
commenter noted that many DMEPOS
suppliers will have to undergo a
grueling application process and that
many of the suppliers will be denied a
surety bond by sureties. The commenter
observed that there will be difficulty
with accounting records, lack of audited
statements, lack of liquidity, and general
lack of financial ability. Therefore, the
commenter stated that any bond
requirements should be slowly phased-
in, be as automated as possible, and that
bond forms be carefully vetted and
discussed with the surety industry
before publication by CMS.

Response: While we believe that some
DMEPOS suppliers will not be able to
obtain surety bonds because they have
not maintained accounting records, or
lack audited financial statements,
liquidity, or financial ability to repay
obligations, we do not believe that most
legitimate and financially secure
suppliers will find it difficult to comply
with the standards necessary to apply

for and meet a surety’s bonding
requirements. In addition, as mentioned
previously, we are delaying the
implementation of the surety bond
requirement for existing DMEPOS
suppliers until 9 months after the
effective date of this final rule.

Comment: Several commenters stated
that basic principles of administrative
law require agencies to publish the
factual basis for their proposed actions
to encourage meaningful comments and
argued that we have not provided any
data requiring all DMEPOS suppliers to
post a bond. Of particular relevance,
according to the commenters, would be
data to show the prevalence and
demographics of suppliers that default
on their Medicare debts inasmuch as the
proposed rule would require suppliers
to post a financial guarantee bond
securing unpaid claims.

Response: We believe that the
proposed rule was authorized by section
4312(a) of the BBA and published in
accordance with the Administrative
Procedures Act.

Comment: A commenter stated that it
is not within the scope of this final rule
to interfere with the private contractual
rights of the surety and a DMEPOS
supplier. The commenter observed that
the terms of their contract are both
negotiable and private, that due process
in private insurance contracts is
regulated at the State level, and that the
parties to those contracts can take care
of themselves.

Response: We agree that the specific
language of a surety bond is not within
the purview of this final rule. However,
we believe that the Act grants us the
authority to require DMEPOS suppliers
to obtain a surety bond that satisfies
certain minimum requirements as a
prerequisite for participation in the
Medicare program.

Comment: One commenter stated that
we should not “bootstrap” the Federal
surety approval list as the only source
for surety bonds under the DMEPOS
program. The commenter stated that the
surety bond rule should allow for other
less traditional bonding methods. The
commenter noted that new surety bond
providers need to emerge, which will
take time. The commenter also stated
that we should specify a system for
approving new surety systems, which
should adapt to the DMEPOS market
and the risks of that market. According
to the commenter, only by developing a
number of surety bond providers and a
competitive market will the DMEPOS
program have a chance of keeping costs
for surety bonds reasonable for
suppliers.

Response: We disagree with this
commenter because the use of the

Federal surety approval list will best
ensure that sureties are legitimate firms.
A link to this list, which is maintained
by the Financial Management Service of
the Department of the Treasury, will be
posted on our Web site within 90 days
after the publication date of this final
rule.

Comment: One commenter stated that
we gave commenters only 60 days to
absorb and comment on the August 1,
2007 proposed rule, which consists of
more than 60 pages. The commenter
stated that this is unfair and will result
in many people being unable to submit
meaningful comments.

Response: The Administrative
Procedures Act requires a 60-day
comment period on proposed rules with
a major impact. Therefore, we believe
commenters were given adequate time
to submit meaningful comments.

Comment: One commenter observed
that in the August 1, 2007 proposed rule
we indicated that we could conduct
education and outreach efforts to help
Medicare beneficiaries locate a
replacement DMEPOS supplier if a
significant number of DMEPOS
suppliers leave the DMEPOS program as
a result of the surety bond requirement.

Response: As stated above, by
delaying the implementation of the
surety bond requirement for existing
DMEPOS suppliers until 9 months after
the effective date of this final rule, and
establishing exemptions for certain
DMEPOS suppliers, CMS and the
industry will have time to educate the
public about their DMEPOS supplier
alternatives.

M. Miscellaneous Comments

Comment: Some commenters stated
that preexisting regulations (for
example, the accreditation and liability
insurance regulations) could be
modified to prevent fraud in the
program, rather than subjecting the
DMEPOS industry to the surety bond
requirement.

Response: We believe the comments
are outside the scope of this final rule.

Comment: One commenter urged us
to implement long-overdue regulations
that would impose payment edits on
practitioners and suppliers of orthotic
and prosthetic care so that only
qualified orthotic and prosthetic
suppliers can be reimbursed under the
Medicare program. The commenter
stated that even though statutory
directives require us to issue regulations
within 1 year of enactment, we have
never issued the regulations associated
with section 427 of the Medicare,
Medicaid and SCHIP Benefits
Improvement and Protection Act of
2000 (Pub. L. 106-554) (BIPA), a law
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that limits payment of certain custom
fabricated orthotics and all prosthetics
to qualified practitioners and suppliers.

Response: We believe this comment is
outside the scope of this final rule.

Comment: In order to more effectively
protect Medicare beneficiaries and
safeguard the Medicare Trust Fund, one
commenter urged us to permanently
expel DMEPOS suppliers that commit
substantive fraud from the DMEPOS
program.

Response: We do not have the
statutory authority to permanently expel
DMEPOS suppliers that commit
substantive fraud from the DMEPOS
program. This authority rests with the
OIG. However, we are continuing to
implement activities designed to protect
the Medicare Trust Fund, including
expanding onsite reviews of DMEPOS
suppliers and revoking the billing
privileges of DMEPOS suppliers that no
longer meet the enrollment criteria
found in § 424.57 and § 424.500 through
§424.555.

Comment: One commenter asked us
to eliminate his copayment for DMEPOS
items. He indicated that he is a diabetic
and has a limited budget. He also stated
that it is unfair that he must pay for his
DMEPOS items when Medicare was
paying for his DMEPOS items less than
a year ago.

Response: While we understand this
concern, we believe this comment is
outside the scope of this final rule.

Comment: One commenter stated that,
because we do not require home health
agencies to obtain a surety bond, we
should not require DMEPOS suppliers
to obtain a surety bond.

Response: We believe this comment is
outside the scope of this final rule.

Comment: The commenter
maintained that if we enforced our own
publication, Transmittal 656, and
implemented existing laws, there would
be no need to institute a surety bond
requirement for orthotic and prosthetic
suppliers.

Response: We believe this comment is
outside the scope of this final rule.

Comment: A commenter found it
difficult to believe that we cannot easily
verify the legitimacy of home infusion
services provided by pharmacies by
crosschecking documentation (for
example, medical procedures billed for
services allegedly rendered to Medicare
beneficiaries) in “the Medicare system.”

Response: While we appreciate this
comment, we believe that this comment
is outside the scope of this final rule.

Comment: Another commenter asked
whether CMS realizes the impact the
shortsighted implementation of Part D
has had on independent pharmacies.
The commenter stated that we refused

to acknowledge home infusion as a
highly specialized service and
“lumped” it with Part D.

Response: We believe this comment is
outside the scope of this final rule.

Comment: Some commenters stated
that we can reduce the risk of DMEPOS
fraud and abuse by conducting credit
checks on DMEPOS suppliers through
established credit rating services, which
can provide inexpensive and detailed
credit reports on individuals and
corporations. One commenter stated
that we could require each supplier to
provide evidence satisfactory to us that
the supplier has a credit rating that will
enable the supplier to pay 5 or 10
percent of its annual billings to
Medicare if the supplier is not allowed
to remain enrolled in the Medicare
program.

Response: While we appreciate this
suggestion, we believe it is outside the
scope of this final rule.

Comment: Commenters stated that
other measures, such as “real time”
auditing and closely monitoring new
DMEPOS suppliers, would more
effectively deter fraud and abuse than
the surety bond requirement.

Response: We believe this comment is
outside the scope of this final rule.

Comment: One commenter stated that
we underestimated the extent to which
added DMEPOS costs will force
independent pharmacists from the
program, thus severely limiting patient
access to DMEPOS and other
medications. The commenter stated that
it surveyed independent pharmacies
after we issued the May 10, 2007 final
rule (72 FR 17992), and that the survey
targeted 10 Metropolitan Statistical
Areas that were likely to be chosen to
initiate our accreditation and
competitive bidding program. The
commenter reported that only 31
percent of independent pharmacists
who responded to the survey indicated
that they intended to submit bids to
attempt to continue to sell DMEPOS
supplies.

Response: We believe this comment is
outside the scope of this final rule.

IV. Provisions of the Final Regulations

Based on public comments, we are
adopting the provisions of the proposed
rule with the following revisions:

In § 424.57(a), we are revising the
definitions of “penal sum” and
“sufficient evidence.” Based on public
comments, we are adopting a change in
the definition of the term, penal sum
from “is a sum to be paid (up to the
value of the bond) by the surety as a
penalty under the terms of the surety
bond when a loss has occurred.” to “is
the amount of the bond and the

maximum obligation of the surety if a
loss occurs.” We are also adopting a
change in the definition of the term,
sufficient evidence from “means the
documentation that CMS may supply to
the surety in order to establish that a
DMEPOS supplier had received
Medicare funds in excess of amounts
due and payable under the statute and
regulations” to “‘means documents CMS
may supply to the surety that—(1)
Establish both the amount of Medicare
funds a DMEPOS supplier received in
excess of amounts due, the amount of
the CMP or the amount of some other
assessment against the DMEPOS
supplier; (2) is payable under applicable
statutes and regulations; and (3) was an
obligation of the surety.” We believe
that these revisions will clarify the
terms throughout the regulation and
ensure that sureties understand the
financial obligation that they are
incurring when they issue a surety bond
to a DMEPOS supplier.

We believe that the following
technical changes to § 424.57(c)(26) will
improve the clarity of the surety bond
requirements:

¢ Redesignating existing § 424.57(d)
and (e) as §424.57(e) and (f).

¢ Redesignating the provisions of
proposed §424.57(c)(26) as § 424.57(d).

¢ Revising §424.57(c)(26) to state
“must meet the surety bond requirement
in paragraph (d) of this section.”

e Making cross-reference changes in
the definition of DMEPOS supplier
§424.57(a) and the newly redesignated
§424.57(e).

In the introductory text of § 424.57(d)
(proposed § 424.57(c)(26)), we are
revising this provision to reflect the
$50,000 surety bond amount and the
delay in implementation: “Except as
provided in paragraph (d)(15) of this
section and no later than 9 months after
the effective date of this final rule, each
DMEPOS supplier that is a Medicare-
enrolled DMEPOS supplier for each
assigned NPI to which Medicare has
granted billing privileges (DMEPOS
suppliers seeking to enroll or to change
the ownership of a supplier of DMEPOS
after the effective date of this final rule
are required to furnish to the NSC a
surety bond of at least $50,000 from an
authorized surety for each assigned NPI
for which the DMEPOS supplier is
seeking to obtain billing privileges
Medicare after 120 days following the
effective date of this final rule.)

In §424.57(d)(2) (proposed
§424.57(c)(26)(i)), we are clarifying the
minimum requirements for a DMEPOS
supplier. We specify that, unless a
DMEPOS supplier meets the
requirements for an exception in
§424.57(d)(15), the enrolling Medicare



186 Federal Register/Vol.

74, No. 1/Friday, January 2, 2009/Rules and Regulations

DMEPOS supplier or the Medicare-
enrolled DMEPOS supplier must obtain
a surety bond for each National Provider
Identifier (NPI) from an authorized
surety. The surety bond must be in the
amount prescribed by the NSC and in
the form specified by the Secretary. We
proposed to adjust the amount of the
surety bond in the August 1, 2007
proposed rule from $50,000 in 1997 by
the CPI and calculate a higher surety
bond amount to $65,000. For reasons
already stated, we have elected to
require a base surety amount of $50,000
for all individual and organizational
suppliers of DMEPOS who do not meet
the requirements for an exception in
§424.57(d)(15).

In §424.57(d)(2)(i) (proposed
§424.57(c)(26)(i)(A)), we require a
DMEPOS supplier to submit a surety
bond with its initial paper or electronic
Medicare enrollment application (CMS—
855S, OMB Number 0938-0685), or
with its paper or electronic revalidation,
or reenrollment application. In addition,
we are clarifying that for the purpose of
meeting the surety bond requirement, a
change of ownership constitutes an
initial application and that suppliers of
DMEPOS, except those with an
exception in §424.57(d)(15) (proposed
§424.57(c)(26)(ii)), are required to
submit a surety bond in the amount
prescribed by the NSC when a change
of ownership occurs on or after the
effective date of this final rule.

In §424.57(d)(2)(iii) (proposed
§424.57(c)(26)(i)(C)), we are clarifying
that we require a DMEPOS supplier
seeking to enroll a new location to
obtain a new surety bond for this new
location since the location is also
required to be enumerated with a
unique NPI, unless the DMEPOS
supplier is a sole proprietorship. With
the implementation of the NPI as the
standard health care identifier on May
23, 2008, we believe that the NPI, not
the TIN, provides the best measure of
program risk for the Medicare program.
Moreover, we maintain that a DMEPOS
supplier can obtain one TIN for many
practice locations. However, these same
DMEPOS suppliers can only obtain a
single NPI per practice location (note
that there is an exception for sole
proprietorship). Accordingly, we are
adopting a position that a separate
surety bond be required for each NPI
obtained for DMEPOS billing purposes.
This will allow CMS, the NSC, and law
enforcement an easy method to identify
ownership, determine whether adverse
legal actions have been previously
imposed, and determine the value of the
bond that each DMEPOS supplier must
obtain and maintain in order to
participate in the Medicare program.

Since each of these factors can enhance
the overall risk to the Medicare Trust
Fund, we have determined that the NPI,
rather than the TIN, is more closely tied
to the level of enrollment risk, and thus
should be used in lieu of the TIN.

In §424.57(d)(15) (proposed
§457.57(c)(26)(ii)), we are creating an
exception to the bond requirement for a
DMEPOS supplier operated by a
Federal, State, local, or tribal
government agency if the DME supplier
has provided CMS with a comparable
surety bond required under State law.

In the proposed rule, we stated that in
order to satisfy this exception, a
supplier must not have any unpaid
claims, civil money penalties (CMPs), or
assessments. We decided to remove this
requirement from the final rule because
we believe that the agency has adequate
protection related to the financial status
of government-operated DMEPOS
supplier. Moreover, we want all of the
exceptions to the surety bond
requirement to be consistent for all
supplier types.

As already discussed in section III of
this final rule, we are also creating an
exception to the bond requirement for
physicians and NPPs, as defined in
section 1842(b)(18)(C) of the Act
provided that the items are furnished
only to the physician or NPP’s own
patients as part of his or her
professional service. We believe that
requiring physicians and NPPs to obtain
a surety bond for items furnished for
patients other than the practitioner’s
own patients is appropriate and
consistent with the provisions
previously established in accreditation
and the legislative history of section
4312(a) of the BBA. Nonphysician
practitioners listed in section
1842(b)(18)(C) of the Act include the
following: PAs, NPs, clinical nurse
specialists, certified nurse anesthetists,
certified clinical social workers, clinical
psychologists, and registered dietitian or
nutrition professionals.

We maintain that physicians and
NPPs furnishing DMEPOS to someone
other than the physician or NPP’s own
patients as part of his or her physician
service are providing services as a
medical supply company. Accordingly,
we believe that physicians, including
clinics and group practices, must obtain
a surety bond if they are providing any
DMEPOS items to someone other than
the physician or NPP’s own patient.
This will ensure that physicians and
NPPs meet the same quality and
program safeguard standards as other
DMEPOS suppliers who are not exempt
from the bonding requirements found in
§424.57(d).

While it is true that the statutory
exception identified in section
1834(a)(16) of the Act for physicians
and NPPs does not specifically delineate
between physicians and NPPs who
provide DMEPOS supplies to their own
patients and those who furnish such
supplies in a different setting, we
believe that there is a clear distinction
between these two scenarios in terms of
what the Congress intended in enacting
section 1834(a)(16) of the Act. A
physician or NPP who, for instance,
furnishes DMEPOS supplies as part of
her ownership of a DMEPOS supply
company is not acting in her capacity as
a practitioner who is providing ongoing
care to a patient whom she is treating.
Rather, the practitioner is operating his
or her own side business. We do not
believe that the Congress intended to
allow a DMEPOS supply company to
circumvent the surety bond requirement
by hiring or contracting with a
physician or NPP who can furnish
DMEPOS supplies to the company’s
customers. To permit such a practice
would be entirely inconsistent with the
intent and spirit of section 1834(a)(16)
of the Act. To ensure that this final rule
conforms to the Congress’s wishes, we
have therefore limited the physician and
NPP exception to those practitioners
who furnish DMEPOS supplies only to
their own patients.

We are also creating an exception to
the bond requirement for State-licensed
orthotic and prosthetic personnel
operating in private practice and who
furnish only orthotics, prosthetics, and
supplies. Orthotic and prosthetic
personnel are not operating in private
practice when another individual or
entity is a part owner of the enrolled
practice location.

It is important to note that we believe
that there is a clear distinction between
a DMEPOS supplier enrolled as a State-
licensed orthotic and prosthetic
personnel operating in private practice
and operating independently of a
medical supply company or other
DMEPOS supplier and orthotic and
prosthetic personnel employed by
medical supply company or co-owned
with another individual or entity. Since
medical supply companies can enroll as
a DMEPOS supplier with or without
employing State-licensed orthotic and
prosthetic personnel, we do not believe
that medical supply companies
employing State-licensed orthotic and
prosthetic personnel qualify for an
exception because the owners of the
medical supply company are
responsible for the management and
billing of products and services, not the
State-licensed orthotic or prosthetic
personnel. Similarly, we believe
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orthotic or prosthetic personnel are not
operating independently when other
individual or entity is a part owner of
an enrolled DMEPOS supplier’s practice
location. Finally, as with physicians and
NPPs, State-licensed orthotic and
prosthetic personnel operating as a sole
owner and operating in private practice
risk their State license if they are found
guilty of fraudulent or abusive behavior;
whereas, a medical supply company can
reorganize under new ownership and
reapply to participate in the Medicare
program. Finally, since all DMEPOS
suppliers are required to be accredited
to participate in the Medicare program
by September 30, 2009, we do not
believe that it is appropriate to establish
an exception based solely on whether
State-licensed orthotic or prosthetic
personnel are accredited.

As already discussed in section III of
this final rule, we are also creating an
exception to the bond requirement for
State-licensed physical and
occupational therapist operating in
private practice provided that the
therapist furnishes only orthotics,
prosthetics and supplies and only to the
therapist’s own patients as part of the
physical or occupational therapy
service. State-licensed physical and
occupational therapist are not operating
in private practice when another
individual or entity is a part owner of
the enrolled practice location.
Moreover, a State-licensed physical and
occupational therapist furnishing
DMEPOS to someone other than the
therapist’s own patients as part of the
physical or occupational therapy service
is not exempt from the surety bond
requirement.

It is important to note that we believe
that there is a clear distinction between
a DMEPOS supplier enrolled as a State-
licensed physical and occupational
therapist operating in private practice
and operating independently of a
medical supply company or other
DMEPOS supplier and a State-licensed
physical and occupational therapist
employed by a medical supply company
or co-owned with another individual or
entity. Since medical supply companies
can enroll as a DMEPOS supplier with
or without employing State-licensed
physical and occupational therapists,
we do not believe that medical supply
companies employing State-licensed
physical and occupational therapists
qualify for an exception because the
owners of the medical supply company
are responsible for the management and
billing of products and services, not the
State-licensed physical and
occupational therapists. Similarly, we
believe State-licensed physical and
occupational therapists are not

operating independently when another
individual or entity is a part owner of
an enrolled DMEPOS supplier’s practice
location. Finally, as with physicians and
NPPs, State-licensed physical and
occupational therapists operating as a
sole owner and operating in private
practice risk their State license if they
are found guilty of fraudulent or abusive
behavior; whereas, a medical supply
company can reorganize under new
ownership and reapply to participate in
the Medicare program. Since all
DMEPOS suppliers are required to be
accredited to participate in the Medicare
program by September 30, 2009, we do
not believe that it is appropriate to
establish an exception based solely on
whether State-licensed physical and
occupational therapists are accredited.

In § 424.57(d)(4)(ii) (proposed
§424.57(c)(26)(iii)(B)), we require that
DMEPOS suppliers obtain a surety bond
of more than $50,000 if the DMEPOS
supplier poses a significantly higher
than average risk to the Medicare Trust
Funds by establishing elevated amounts
of surety bonds for higher risk DMEPOS
suppliers. We are establishing elevated
amounts of the surety bond at a rate of
$50,000 per occurrence when a
DMEPOS supplier, has an adverse legal
action. The term “‘adverse legal action”
is defined in §424.57 and means a
Medicare-imposed revocation of any
Medicare billing number; suspension of
a license to provide health care by any
State licensing authority; revocation or
suspension of accreditation; a
conviction of a Federal or State felony
offense within the last 10 years
preceding enrollment, revalidation, or
re-enrollment; or an exclusion or
debarment from participation in a
Federal or State health care program.

We maintain that these adverse legal
actions create a significantly higher
level of risk to the Medicare Trust Fund.
Moreover, these adverse legal actions
are consistent with the denial and
revocation reasons found in §424.530
and §424.535, respectively.

The following is an example of how
high-risk criteria would be used to
increase the bond amount by $50,000
per occurrence. A DMEPOS supplier
would be required to obtain a surety
bond in the amount of $100,000, an
increase of $50,000 from the base surety
bond amount of $50,000, if the DMEPOS
supplier or any of its owners, authorized
officials, or delegated officials (as the
terms “owner,” “authorized official,”
and “delegated official,” are defined in
§424.502) had their Medicare billing
privileges revoked within the 10 years
preceding enrollment, revalidation, or
reenrollment. If the DMEPOS supplier
or any of its owners, authorized

officials, delegated officials had more
than one revocation in the last 10 years,
then the amount of the surety bond the
DMEPOS supplier would be required to
obtain would increase $50,000 per
occurrence. Thus, a DMEPOS supplier
with three different revocations during
the preceding 10 years would be
required to obtain a surety bond in the
amount of $200,000; $50,000 for the
base surety amount and $150,000 (3 x
$50,000) for the multiple revocations.
We are also establishing a provision to
require DMEPOS suppliers that have a
significantly higher level of risk to
maintain a higher surety bond amount
for 3 years.

As explained earlier, we believe that
a final adverse action, as specified in
section 221(g)(1)(A) of the HIPAA,
occurs when the action is imposed, not
when a DMEPOS supplier has
exhausted all of its appeal rights
associated with the final adverse action.

In §424.57(d)(5) (proposed
§424.57(c)(26)(iv)), we specify
additional DMEPOS supplier bond
requirements and the surety’s liability
under the bond for unpaid claims,
CMPs, or assessments up to a total of the
full penal amount of the bond.
Regardless of the number of years the
bond is in force, the number of
premiums paid, or the number of claims
made, the surety’s aggregate liability
shall not be more than the penal sum
stated above. Thus, for instance, we
proposed that surety bonds be issued in
an amount equal to $50,000; and the
surety is liable to us for up to $50,000.

In §424.57(d)(6) (proposed
§424.57(c)(26)(v)), we are revising this
provision to include that the surety may
terminate its liability for future acts of
the principal at any time by giving 30
days written notice of termination of the
bond of the obligee. Also, a supplier or
surety may not place any limitations on
the surety bond that contradict or
nullify the requirements for a surety
bond specifically provided for in this
section. Any attempt to do so may result
in revocation of the DMEPOS supplier’s
billing privileges and a determination
that the surety is an unauthorized
surety.

In §424.57(d)(4) (proposed
§424.57(c)(26)(viii)(B)), we are revising
this provision to specify that the type of
bond required to be submitted by a
DMEPOS supplier under this subpart is
a continuous bond. While we are not
defining the term, “continuous”, we
believe that the term, “‘continuous”
means that the surety bond will renew
automatically from year to year unless
the bond is cancelled by surety or the
DMEPOS supplier or the DMEPOS
supplier fails to pay the premium.
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In §424.57(d)(15) (proposed
§424.57(c)(26)(ix)), we specify the
circumstances under which a supplier
will no longer be exempt from the
surety bond requirement and must
submit a surety NSC within 60 days
after it receives notice that it no longer
meets the criteria for an exception.
Specifically, we maintain that a
government-operated supplier that
ceases to be operated by a government
does not qualify for an exception must
submit a surety bond; a physician or
NPP who provides DMEPOS to
beneficiaries other than his or her own
patients; State-licensed orthotic or
prosthetic personnel in private practice
or physical or occupational therapists in
private practice have their State license
suspended or revoked; or otherwise no
longer qualify for the exceptions
described in paragraph (d).

V. Collection of Information
Requirements

Under the Paperwork Reduction Act
of 1995 (PRA), we are required to
provide a 30-day notice in the Federal
Register and solicit public comment
before a collection of information
requirement is submitted to the Office of
Management and Budget (OMB) for
review and approval. In order to fairly
evaluate whether an information
collection should be approved by OMB,
section 3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 requires that we
solicit comment on the following issues:

e The need for the information
collection and its usefulness in carrying
out the proper functions of our agency.

e The accuracy of our estimate of the
information collection burden.

e The quality, utility, and clarity of
the information to be collected.

e Recommendations to minimize the
information collection burden on the
affected public, including automated
collection techniques.

We solicited public comment on each
of the following issues pertaining to the
information collection requirements
discussed in this final rule.

Special Payment Rules for Items
Furnished by DMEPOS Suppliers and
Issuance of DMEPOS Supplier Billing
Numbers (§ 424.57)

Section 424.57(d) outlines the surety
bond requirements for DMEPOS
suppliers. Specifically, § 424.57(d)
states that each Medicare-enrolled
DMEPOS supplier must obtain and
furnish to the National Supplier
Clearinghouse (NSC) a surety bond in
the amount of $50,000. The bond must
be obtained from an authorized surety,
and must be submitted for each NPI

obtained by a Medicare enrolled
DMEPOS supplier.

Section 424.57(d)(2) outlines the
minimum requirements for a DMEPOS
supplier seeking to become a Medicare-
enrolled DMEPOS supplier. Section
424.57(d)(2)(i) (proposed
§424.57(c)(26)(i)(A)) requires a
DMEPOS supplier that seeks to become
a Medicare-enrolled supplier, to make a
change in ownership, or to respond to
a revalidation or reenrollment request to
submit a surety bond of $50,000 with its
paper or electronic Medicare enrollment
application (Form CMS-855S). Section
424.57(d)(2)(ii) (proposed
§424.57(c)(26)(1)(B)) states that a
DMEPOS supplier seeking to become an
enrolled supplier through the purchase
or transfer of assets must provide a
surety bond that is effective from the
date of the purchase or transfer in order
to exercise billing privileges as of that
date. If the bond is effective at a later
date, the effective date of the new
DMEPOS supplier number will be
effective no sooner than the effective
date of the surety bond as validated by
the NSC.

Section 424.57(d)(2)(iii) (proposed
§424.57(c)(26)(i)(C)) requires a
DMEPOS supplier that is seeking to
enroll a new location under a TIN for
which it already has a DMEPOS surety
bond in place to either obtain a new
surety bond or to submit an amendment
or rider to the existing surety bond.

Section 424.57(d)(4)(ii) (proposed
§424.57(c)(26)(iii)(B)) states that in
addition to obtaining and maintaining a
base surety bond in the amount of
$50,000, a DMEPOS supplier must also
obtain and maintain an elevated surety
bond in the amount prescribed by the
NSC.

For those aforementioned
requirements that are not already
approved under OMB control number
0938-0685, we estimate the burden
associated with the requirements in
§424.57(d)(2)(proposed
§424.57(c)(26)(i) and (iii)) to be 3 hours
per DMEPOS supplier. In addition, we
estimate that approximately 67,723
DMEPOS suppliers will comply with
these requirements. Therefore, the
estimated total annual burden is
203,169 hours.

Section 424.57(d)(6) (proposed
§424.57(c)(26)(v)) also states that a
surety bond may be cancelled with
written notice from the DMEPOS
supplier to the NSC. The burden
associated with this requirement is the
time and effort necessary for either
DMEPOS supplier to draft and submit
the notice of cancellation to the NSC.
We estimate the burden associated with
this requirement to be 3 hours. In

addition, we anticipate that 250
suppliers will draft and submit the
necessary documentation. We estimate
the total annual burden to be 750 hours.

Section 424.57(d)(15)(ii) (proposed
§424.57(c)(26)(ix)) requires a DMEPOS
supplier, other than physicians and
NPPs, as defined in section
1842(b)(18)(C) of the Act, that no longer
qualifies for an exception under this
final rule to submit a surety bond to the
NSC within 60 days of receiving notice
that it no longer qualifies for a
exception. The burden associated with
this requirement is the time and effort
necessary for the DMEPOS supplier to
obtain and submit a surety bond to the
NSC within 60 days of receiving notice
that it no longer qualifies for a
exception. We estimate the burden
associated with this requirement to be 3
hours. In addition, we anticipate that
100 suppliers will draft and submit the
necessary documentation. We estimate
the total annual burden to be 300 hours.

Section 424.57(d)(9) (proposed
§424.57(c)(26)(x)) requires a DMEPOS
supplier that obtains a replacement
surety bond from a different surety to
cover the remaining term of a previously
obtained bond to submit the new surety
bond to the NSC within 30 days of
expiration of the previous bond. The
burden associated with this requirement
is the time and effort necessary to obtain
and submit the new surety bond to the
NSC. We estimate the burden associated
with this requirement to be 3 hours. In
addition, we anticipate that 250
suppliers will comply with this
requirement. We estimate the total
annual burden to be 750 hours.

Section 424.57(d)(12) (proposed
§424.57(c)(26)(xiii)) states that CMS
may at any time require a DMEPOS
supplier to show compliance with the
requirements associated with 42 CFR
part 424. The burden for this
requirement is the time and effort
associated with maintaining the
necessary documentation on file. While
this requirement is subject to the PRA,
we believe the burden is exempt as
stated in 5 CFR 1320.3(b)(2) because the
time, effort, and financial resources
necessary to comply with the
requirement would be incurred by
persons in the normal course of their
activities.

However, the burden associated with
producing the documents upon request
from CMS is estimated to be 30 minutes
per DMEPOS supplier. We estimate that
500 DMEPOS suppliers will be asked to
submit the requested documentation.
The total annual burden associated with
this requirement is estimated to be 250
hours.
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The following is a summary of the
comments received on the collection of
information section and our responses.

Comment: A commenter stated that
the suggested burden in the August 1,
2007 proposed rule for DMEPOS
suppliers to obtain and keep a surety
bond is too low in terms of hours and
dollars. The commenter stated that
obtaining all the information and
attachments in an effort to obtain a bond
will more than likely require 2 to 4
hours per application. The commenter
also noted that a DMEPOS supplier may
have to submit many applications in
order to secure a surety bond, that it
may have to deal with bankers and
accountants to obtain the bond, and that
it may have to borrow money in order
to pay for the bond.

Response: We appreciate this
comment and have revised our
Collection of Information estimates
accordingly.

Comment: A commenter stated that
the surety bond requirement will

increase DMEPOS suppliers’ cost and
paperwork burden without
accomplishing the Congress’s and our
goals. The commenter stated that
sureties issuing financial guarantee
bonds would be more likely to review

a DMEPOS supplier’s books and might
request audited financial statements.
Since most small suppliers do not have
audited financial statements, the
commenter stated that this requirement
could pose a serious hurdle to their
compliance. In addition, the commenter
maintained that sureties would be more
likely to ask for collateral to secure the
issuance of a financial guarantee bond,
and that sureties would likely favor
highly liquid collateral such as letters of
credit, which would require suppliers to
incur an additional expense. Many
commenters believe that this type of
review is sensible when it is applied to
DMEPOS suppliers that are new to the
Medicare program, but not to
established DMEPOS suppliers.

Response: We appreciate the concerns
of the commenters, but continue to
believe that surety bonds will serve as
an effective deterrent to fraud and
abuse, as well as provide the Medicare
program with recourse when a supplier
fails to pay claims against it, CMPs, or
assessments.

Comment: A commenter stated that
the cost and burden of the surety bond
requirement will have a
disproportionate impact on small
DMEPOS suppliers. To ensure that
small DMEPQOS suppliers participate in
the DMEPOS program if this final rule
is implemented, the commenter stated
that we should work with the SBA to
extend low or no interest loans to
qualified small DMEPOS suppliers for
the express purpose of obtaining a
surety bond.

Response: We do not have the
authority to issue these types of loans to
those DMEPQOS suppliers that qualify as
small businesses.

TABLE 2—ESTIMATED ANNUAL REPORTING AND RECORDKEEPING BURDEN

Burden per Total annual
: : Number of Number of
Regulation section(s) OCN respondents responses r%s]ggpss)e bhucl;gfsn
§A24.57(A)(2)(1) +vveeveerneeerie e eeee et 0938-New ... 2,000 2,000 3.0 6,000
§424.57(d)(2)(ii) ... 0938-New ... 65,723 65,723 3.0 197,169
§424.57(d)(6) ... 0938-New ... 250 250 3.0 750
§424.57(d)(9) ... 0938-New ... 250 250 3.0 750
§424.57(d)(12) ......... 0938-New ... 500 500 0.5 250
§424.57(d)(15) (i) +evvveereeeereeree e 0938-New ... 100 100 3.0 300
TOMAL ettt esnes | seesreesineesnesnres | seessreesinesseenneees | eesieeesieesieennenns | eeseeenseeseeeneeenne 205,219

We submitted a copy of this final rule
to the OMB for its review of the
information collection requirements.
These information collection
requirements are not effective until
approved by OMB.

VI. Regulatory Impact Analysis

A. Overall Impact

We have examined the impacts of this
rule as required by Executive Order
12866 on Regulatory Planning and
Review (September 30, 1993, as further
amended), the Regulatory Flexibility
Act (RFA) (September 19, 1980, Pub. L.
96—354), section 1102(b) of the Social
Security Act, section 202 of the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104—4), Executive Order 13132
on Federalism (August 4, 1999), and the
Congressional Review Act (5 U.S.C.
804(2)).

Executive Order 12866 (as amended
by Executive Order 13258) directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
if regulation is necessary, to select

regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety effects, distributive impacts,
and equity). A regulatory impact
analysis (RIA) must be prepared for
major rules with economically
significant effects ($100 million or more
in any 1 year).

The August 1, 2007 proposed rule was
classified as economically significant, as
the estimated annual cost of the surety
bond requirement at that time was $198
million. This was based largely on a
preliminary estimation that 99,000
DMEPOS suppliers would need to
obtain a surety bond in the amount of
$65,000, at an annual cost of $2,000. As
explained below, the establishment of a
number of exceptions to the surety bond
requirement, the reduction in both the
bond amount and its cost, and the
utilization of more current data in this
final rule, has reduced the projected
annual cost of the surety bond
requirement from $198 million to
$102.3 million. Accordingly, this final

rule is considered economically
significant.

The RFA requires agencies to analyze
the economic impacts of the regulation
and alternatives for the regulatory relief
of small businesses. For purposes of the
RFA, small entities include small
businesses, nonprofit organizations, and
small governmental jurisdictions. Most
hospitals and most other providers and
suppliers are small entities, either by
nonprofit status or by having revenues
of $6.5 million to $31.5 million in any
1 year.

The RFA requires that a Regulatory
Flexibility Analysis be conducted for all
regulations that will have a “‘significant
economic impact on a substantial
number of small entities.” As already
explained, we believe that the principal
economic impact of this rule will fall on
large, publicly traded chain pharmacies.
Such organizations may have to expend
several hundred thousand dollars to
obtain surety bonds for each of their
locations. However, even if we were to
assume that each individual location—
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if considered as a stand-alone
business—qualifies as a small entity, we
do not believe that the annual cost of a
surety bond ($1,500) would have an
economic impact on it that rises to the
level of qualifying as “‘significant.” The
RFA generally defines “significant” as
several percent; we do not believe that
a $1,500 cost would constitute more
than one percent of a chain pharmacy
location’s annual revenues. From that
perspective, we do not believe that a
Regulatory Flexibility Analysis is
required.

We recognize that the cost of a surety
bond may impact smaller pharmacies,
such as single-site community
pharmacies, as well as small medical
supply companies in rural areas to a
greater extent than large chain
pharmacies. Though we do not believe
that, at least in the case of community
pharmacies, the bond requirement will
have a significant economic impact on
such businesses, we have elected to
prepare a voluntary Final Regulatory
Flexibility Analysis. As many of the
requirements of the RFA are also
contained in our Regulatory Impact
Analysis, this Regulatory Impact
Analysis section, taken together with
the remainder of the preamble,
constitutes the Final Regulatory
Flexibility Analysis.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 604 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Metropolitan Statistical Area and has
fewer than 100 beds. We are not
preparing a rural impact statement since
we have determined, and certify, that
this final rule would not have a
significant impact on the operations of
a substantial number of small rural
hospitals. Our research has disclosed
that well under 1 percent of a typical
small rural hospital’s total annual
reimbursement from Medicare would
come from its enrollment as a DMEPOS
supplier. Equipment furnished in
hospitals is generally paid for as part of
the facility’s direct or ancillary costs,
rather than in the hospital’s capacity as
a DMEPOS supplier. This is buttressed
by the fact that less than four-tenths of
one percent of all DMEPOS suppliers
are hospitals.

Section 202 of the Unfunded
Mandates Reform Act (UMRA) of 1995
also requires that agencies assess
anticipated costs and benefits before
issuing any rule whose mandates

require spending in any 1 year of

$100 million in 1995 dollars, updated
annually for inflation. That threshold is
currently $130 million. This final rule
does not contain mandates that will
impose spending costs on State, local, or
tribal governments, in the aggregate, or
on the private sector, of $130 million or
greater; as previously mentioned, we
estimate that the maximum annual cost
of this final rule will be $102.3 million.
Accordingly, we are furnishing the
aforementioned assessment in this final
rule.

Executive Order 13132 established
certain requirements that an agency
must meet when it issues a final rule
that imposes substantial direct
requirement costs on State and local
governments, preempts State law, or
otherwise has Federalism implications.
We have reviewed this rule under the
threshold criteria of Executive Order
13132 and have determined that it does
not significantly affect the rights, roles,
and responsibilities of States.

The following is a summary of the
comments received on the proposed
rule’s regulatory impact analysis and
our responses.

Comment: Some commenters stated
that the surety bond requirement would
mandate each Medicare-enrolled
DMEPOS supplier to obtain a surety
bond for each National Provider
Identifier (NPI) the supplier holds, and
that, under the provisions of the August
1, 2007 proposed rule, this requirement
would be applied to all DMEPOS
suppliers to the same extent.
Commenters maintained that large,
publicly traded DMEPOS chain
suppliers and community pharmacies
have numerous locations and NPIs. As
a result, commenters stated that our
surety bond requirement is not only
over-inclusive but also unnecessary and
unduly burdensome on these types of
suppliers. Some commenters describe
this requirement as punitive. To ensure
that large, publicly traded chain
DMEPOS suppliers are not unduly
burdened, another commenter urged us
to consider establishing a maximum or
cap on the aggregate dollar amount of
the surety bonds required for these high
volume suppliers. Yet another
commenter maintained that, if we do
not establish an exception to the surety
bond regulation for large, publicly
traded companies that provide DMEPOS
services, then we should allow a
company with multiple locations that
provide DMEPQOS services to obtain one
surety bond. The commenters stated
that requiring this type of company to
obtain multiple bonds is redundant and
greatly increases the cost of doing
business with the Medicare program.

Response: As previously stated, we
are not establishing an exception to the
surety bond requirement for publicly
traded chain DMEPOS suppliers or
community pharmacies, for there is
nothing in section 4312(a) of the BBA or
its legislative history that evidences a
congressional intent to do so. Moreover,
we disagree with the comment that we
should not establish the surety bond at
the NPI level, since the NPI is
established by practice location for all
DMEPOS suppliers except for those
operating as a sole proprietorship.

Comment: One commenter stated that
one way to equalize the burden on large
DMEPOS suppliers is to require them to
pay us a specified amount in lieu of a
surety bond. The commenter stated that
the amount could be the average cost of
the bond for the previous year. The
commenter called this option a “bond
waiver fee.” The commenter believes
that this approach would, among other
things, keep unnecessary funds from
going to sureties rather than taxpayers.

Response: We do not have the
statutory authority to establish a bond
waiver fee.

Comment: Several commenters stated
that the surety bond requirement could
have a devastating impact on Medicare
beneficiaries needing these DMEPOS
supplies. The commenters urged us to
ensure that beneficiary access to
DMEPOS services is not jeopardized as
a result of the potentially large number
of DMEPOS suppliers that may not
enroll or discontinue their enrollment
due to the financial burden the surety
bond requirement may impose.

Response: We believe that the
exceptions established in this final rule
will help ensure that beneficiary access
to DMEPOS supplies continues
unabated. In addition, while we expect
some DMEPOS suppliers to exit the
Medicare program due to the surety
bond requirement, we expect that other
suppliers will enter the Medicare
program as suppliers become
acquainted with the new accreditation
and surety bond requirements.

Comment: One commenter stated that
many small towns have only a few
DMEPOS suppliers, and that a number
of those suppliers will not find
obtaining a surety bond economical.

Response: We understand the
potential impact that this final rule may
have on small DMEPOS suppliers and
have revised the regulatory impact
accordingly.

Comment: One commenter stated that
our assumption that most, if not all, of
the Medicare business conducted by
DMEPOS suppliers that withdraw from
the DMEPOS program due to this final
rule would be assumed by other
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DMEPOS suppliers remaining in the
program (for example, by mail order or
via the World Wide Web) is flawed. The
commenter stated that, if DMEPOS
suppliers in the power mobility
industry withdraw from the DMEPOS
program as a result of this final rule, the
assumption that mail order DMEPOS
suppliers would assume their Medicare
business would be inappropriate. The
commenter stated that DMEPOS
suppliers in the power mobility
industry are required to conduct an in-
home assessment, which would make
Internet or nationwide mail order
DMEPOS suppliers a nonviable
substitute for DMEPOS suppliers in the
power mobility industry. Other
commenters maintained that we should
not assume that these suppliers can
satisfactorily meet the needs of all
Medicare beneficiaries.

Response: If DMEPOS suppliers of a
particular type of DMEPOS indeed exit
the Medicare program upon
implementation of this final rule, we
believe that the remaining DMEPOS
suppliers would offer the products and
services similar to those of the exiting
DMEPOS suppliers. As stated above, by
delaying the implementation of the
surety bond requirement for existing
DMEPOS suppliers until 9 months after
the effective date of this final rule, and
establishing exemptions for certain
DMEPOS suppliers, we believe that
remaining DMEPOS suppliers will
adjust to meet an increased demand for
products and services.

Comment: One commenter stated that
the surety bond requirement would
unfairly penalize home health or home
infusion companies that provide
DMEPOS. The commenter questioned
why the surety bond requirement would
extend to these companies since the
commenter maintains that CMS has
stated that “the problem is not with
home infusion providers.”

Response: We disagree with this
commenter because the intent of a
surety bond is, among other goals, to
make sure that all DMEPOS suppliers
meet more stringent financial
requirements before being permitted to
participate in the Medicare program.

Comment: A commenter noted that
we stated in the August 1, 2007
proposed rule that the surety bond
requirement could cause approximately
15,000 DMEPOS suppliers to decide to
cease providing items to Medicare
beneficiaries. However, the commenter
believes that this figure is likely
underestimated.

Response: We have revised the
regulatory impact to account for the
changes incorporated into this final
rule.

Comment: Some commenters stated
that we need to improve the regulatory
impact analysis from the August 1, 2007
proposed rule. The commenters stated
that the August 1, 2007 proposed rule
violates Executive Order 12866, which
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, if the regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). Commenters also maintained,
among other things, that we did not
design the proposed rule in the most
cost effective manner to achieve the
regulatory objective, and that the
regulation failed to take into account the
cost of cumulative regulations, such as
the accreditation process for DMEPOS
suppliers, and its impact on patient
care.

Response: While we disagree that the
regulatory impact analysis in the
proposed rule was in violation of
Executive Order 12866, we have revised
the regulatory impact analysis to
address the concerns expressed.

Comment: Several commenters stated
that we did not provide an analysis of
the percentage of the industry that is
contributing to Medicare fraud.
Commenters also indicated that we
overlooked many of the Regulatory
Flexibility Act (RFA) requirements
because we failed to address obvious
alternatives that would minimize any
significant impact of the proposed rule
on small entities, including discussion
of significant alternatives, such as an
exemption from coverage of the rule, or
any part thereof, for these small entities.
The commenters stated that it is not
clear from the RFA whether we
intended for information in the
regulatory impact analysis to serve as an
initial regulatory flexibility analysis for
the purposes of the RFA. Commenters
indicated that our intent should be
made clear in this final rule.

Response: We have revised the
regulatory impact analysis to address
the concerns expressed.

Comment: Several commenters
believed that our economic analysis is
incomplete. Specifically, although we
provided information on the number of
small DMEPOS suppliers that would
likely be impacted by the surety bond
requirement, commenters observed that
our regulatory impact analysis offers
little analysis of how the rule will
economically impact small DMEPOS
suppliers. For example, commenters
noted that the analysis does not provide
any information on the cost of
complying with the surety bond

requirement based on the size of the
DMEPOS supplier.

Response: We have revised our
economic analysis to address the
concerns expressed.

Comment: One commenter stated that
the August 1, 2007 proposed rule fails
to conform to the Office of Management
and Budget’s (OMB) standards for
analyzing regulations, which are set
forth in OMB Circular A—4. The
commenter observed that OMB Circular
A—4 indicates that a regulatory impact
analysis should analyze a manageable
number of alternatives, including
different enforcement methods and
different degrees of stringency.
According to the commenter, the
proposed rule does not present this type
of analysis, and the ““Alternatives
Considered” section in the preamble
under ‘“‘Regulatory Impact Analysis”
neither presents nor analyzes any
alternatives whatsoever.

Response: We disagree with the
commenter that the proposed rule does
not comply with OMB Circular A—4.
Nevertheless, as already stated, we have
revised the impact analysis based on
comments we received in response to
the August 1, 2007 proposed rule.

Comment: One commenter believes
that the cost/benefit analysis of the
August 1, 2007 proposed rule appears
heavily weighted on the cost side. The
commenter stated that the August 1,
2007 proposed rule estimates that 1,000
suppliers would be asked for bond
documentation. If all of these suppliers
required payment to Medicare from the
surety, this amounts only to $65,000,000
even though suppliers are being asked
to potentially pay almost $200,000,000
per year.

Response: As previously stated, we
have reviewed and revised our
regulatory impact analysis in this final
rule to address matters such as those
raised by the commenter.

Comment: A commenter stated that
the August 1, 2007 proposed rule
provides a confusing array of data with
respect to the number of DMEPOS
suppliers that would be affected by the
surety bond requirement. For example,
in the impact analysis section, in
estimating the costs of obtaining surety
bonds, the commenter stated that we
assume that approximately 99,000
suppliers will be involved and that the
average annual cost of a bond will be
$2,000. However, in the section of the
proposed rule summarizing the
collection of information requirements,
the commenter noted that we estimate
that approximately 116,500 DMEPOS
suppliers will comply with the surety
bond requirement.
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Response: As previously stated, we
have reviewed and revised our
regulatory impact analysis in this final
rule to address matters such as those
raised by the commenter.

Comment: One commenter stated that
the August 1, 2007 proposed rule
requires DMEPOS suppliers to have
their financial statements audited each
year. The commenter noted that many
DMEPOS suppliers have external firms
audit their annual financial statements.
The commenter believed that the annual
cost for DMEPOS suppliers to audit
financial statements would be
exorbitant and would exceed the
original intent of the surety bond
requirement.

Response: While we agree that a
surety may require that a supplier
provide audited financial statements as
part of the surety’s review and
evaluation process, we did not propose,
nor does this final rule adopt,
provisions that require a DMEPOS
supplier to have its financial statements
audited on an annual basis.

Comment: Many commenters
indicated that some DMEPOS suppliers
are already required by State or Federal
entities (for example, Medicaid) to
obtain a surety bond at an approximate
cost of $2,000 annually in order to
provide DMEPOS to consumers. The
commenters stated that it would be a
financial burden to pay for both their
current surety bond and a surety bond
that comports with this final rule.

Response: The non-Medicare surety
bond to which the commenter refers
covers financial losses associated with
those other medical programs. We
believe that by adopting a surety bond
requirement, we will protect the
Medicare program and its beneficiaries
from unscrupulous suppliers or
suppliers who lack the financial
resources to operate a legitimate
business organization. We note that we
have already exempted government-
operated DMEPOS suppliers who have
a comparable surety bond under State
law from the surety bond requirement.
Besides already possessing a surety
bond under State law, government-
operated DMEPOS suppliers are
financially more secure than other
DMEPOS suppliers because of their
ability to tax. Therefore, we have
exempted them from the surety bond
requirement.

Comment: Several commenters stated
that although DMEPOS account for only
a small part of Medicare spending, we
are trying to reduce reimbursement to
DMEPOS suppliers even further through
this final rule. One commenter
suggested that the surety bond
requirement is another CMS rule that is

designed to put small DMEPOS
suppliers out of business.

Response: We disagree with the
assertion that the rule is designed to
push small DMEPOS suppliers out of
the Medicare program. It is true that we
believe it is essential to implement the
DMEPOS surety bond requirement to
reduce fraud and abuse in the Medicare
program and to protect Medicare
beneficiaries from unscrupulous
suppliers. However, we note that a
number of the exceptions to the bond
requirement will apply to small
suppliers, such as physician offices. We
believe this achieves an appropriate
balance between the need to protect the
Medicare Trust Fund and our interest in
maintaining the presence of small
suppliers in the Medicare program.

Comment: One commenter observed
that the January 28, 1998 proposed rule
sought to require a DMEPOS supplier to
obtain a surety bond for every TIN
under which a supplier billing number
was issued. Under this proposal, a
DMEPOS supplier with more than one
location would have been required to
obtain only a single surety bond. The
commenter stated it would be
unreasonable for us to now require a
DMEPOS supplier with more than one
location to obtain more than one surety
bond. Therefore, the commenter urged
us to require DMEPOS suppliers to
obtain a surety bond for each TIN or
‘“some comparable level of
‘aggregation’ ”’ rather than for each
supplier location or NPIL. This would
minimize the negative impact of the
requirement.

Other commenters stated that we do
not adequately provide the reasoning
behind the transition from the TIN to
the NPI and do not analyze the impact
of the decision on the DMEPOS
industry.

Response: We note that the NPI was
not implemented back in 1998, which is
why the TIN was used instead. In fact,
the HIPAA Administrative
Simplification Standard Unique Health
Identifier for Health Care Providers;
Final Rule, commonly referred to as the
National Provider Identifier; Final Rule,
was not published until January 23,
2004. With NPIs now the standard for
identifying suppliers and their subparts,
and in light of the fact that each
DMEPOS practice location must enroll
separately in the Medicare program
(note there is an exception for sole
proprietorships), we believe it is
appropriate for a separate surety bond to
be required for each practice location or
NPI obtained for DMEPOS billing
purposes. This will provide CMS, the
NSC, and law enforcement an easy
method to identify ownership, to

determine whether adverse legal actions
have been previously imposed, and to
determine the value of the bond that
each DMEPOS supplier must obtain and
maintain in order to participate in the
Medicare program. It is also important
to remember that the greater the number
of NPIs a supplier organization has, the
proportionately more practice locations
the organization tends to have and, in
turn, the larger the amount of Medicare
funds for which it tends to bill. Since
each of these factors can enhance the
overall risk to the Medicare Trust Fund,
we have determined that the NPI, rather
than the TIN, is more closely tied to the
level of enrollment risk, and thus,
should be used in lieu of the TIN.

Comment: A commenter stated that
the MMA makes clear that the Congress
had great concerns about the impact of
remedial legislation on small DMEPOS
suppliers. For example, section 154 of
the MMA required CMS to give special
attention to developing a competitive
bidding program to ensure that small
suppliers are not driven from the market
by a system that gives a competitive
advantage to larger or national DMEPOS
suppliers. The commenter also stated
that the surety bond requirement
undermines the Congressional intent,
and thus places smaller DMEPOS
suppliers at a competitive disadvantage.

Response: We disagree with the
commenter. While our competitive
bidding program for DMEPOS suppliers,
which the implementation has been
delayed by the MIPPA as previously
noted in this final rule, did include
protections for small businesses to
participate in this program, we do not
agree that the Congress intended that all
small suppliers of DMEPOS be exempt
from the surety bond requirement
specified in section 4312(a) of the BBA.
In addition, since almost all DMEPOS
suppliers are considered small
businesses by the Small Business
Administration (SBA) definition, it is
not practical to establish an exception
for DMEPOS suppliers based on revenue
alone.

B. Existing DMEPOS Suppliers

1. Number Participating

The National Supplier Clearinghouse
(NSC) issues 10-digit NSC supplier
numbers to suppliers that bill Medicare
for DMEPOS items and services. Some
DMEPOS suppliers operate at multiple
locations while others operate at a
single location. Suppliers that are part
of a single firm share the first 6 digits
of the 10-digit NSC supplier number,
with the last 4 digits set equal to 0001,
0002, and so on, to denote individual
locations. In the following discussion,
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we will refer to the first 6 digits as the
“6-digit NSC supplier number” to
represent individual suppliers, while
the 10-digit number represents
individual supplier locations.

This distinction is important for the
impact analysis because: (1) DMEPOS
suppliers, except sole proprietorships,
are required to obtain a distinct NPI for
each enrolled DMEPOS practice
location, and in this final rule we have
adopted the NPI as the basis for
obtaining a surety bond; and (2)
accreditation organizations generally
charge one fee for a supplier’s first
location, and a lower fee for subsequent
locations. Some of the accreditation
organizations also offer lower
accreditation fees to small suppliers,
which typically have few locations.

In March 2008, there were 113,154
unique 10-digit NSC numbers and
approximately 58,000 unique 6-digit
NSC numbers. Our review indicates that
there are approximately 50 Medicare-
enrolled DMEPOS suppliers that are
both sole proprietorships and have
multiple locations. Therefore, we
estimate that the total number of NPIs
currently associated with Medicare-
enrolled DMEPOS suppliers is only very
slightly less than the total number of 10-
digit NSC numbers. For purposes of this
impact analysis, we will assume that
there are 113,000 NPIs associated with
Medicare-enrolled DMEPOS suppliers.
Unless noted otherwise, this impact
analysis will be based on the NPI, rather
than the 6-digit or 10-digit NSC number.

In addition, unless otherwise stated,
the term “supplier” refers to an

individually-enrolled location with its
own NPI for purposes of our
discussion, therefore, we will assume
that there are approximately 113,000
DMEPOS suppliers—one for each
unique NPIL

Table 3 identifies the principal
categories of DMEPOS suppliers and the
number of suppliers within each
category as of September 2008. Note that
because a DMEPOS supplier may fall
into multiple categories, the number of
suppliers listed below significantly
exceeds the actual number of
suppliers—113,000—that are enrolled in
Medicare. Hence, one should not
assume, for instance, that there are
54,000 pharmacies enrolled in
Medicare; we estimate that the actual
figure is approximately 45,000.

TABLE 3—CATEGORIES OF DMEPOS SUPPLIERS AS OF SEPTEMBER 2008 (DENOTED BY NPI)

DMEPOS supplier type '\ls%rg&?érgf
[ =T 4P T L= PP ST TSP U PR ORI PPPRPPPONE 54,000
Physicians (including Podiatrists and OptOMEtriStS) ........coiieeiiiiiiiiiee e e 30,700
Medical Supply Companies with Orthotic Personnel, Prosthetic Personnel, Registered Pharmacist, or Respiratory Therapist ....... 16,600
Medical Supply Companies without Orthotic Personnel, Prosthetic Personnel, Registered Pharmacist, or Respiratory Therapist .. 16,100
(o107 - o -SSP RRRRN 13,500
Oxygen and EQUIPMENT SUPPIIEIS .......oouiiuiiiiiieieiee ettt r e b r e b e skt e e eb e e e e e bt e e e s Rt e e e s re e e e nne e e e nnenseenrenneennin 12,400
Orthotic and Prosthetic PersSONNEL ..o e e e 10,800
GroCery OF DEPAMMENT STOIES .....ccuiiiiiiiiiiieitiete sttt ettt a e e et e a e e s e e b e e Rt e b e e st e bt e s e eb e e e e e b e e e e s Rt eanenr e e eeenneeseennenee e e e nneenen 7,000
LN ULt = o711 1= OSSP 4,000
Independently Practicing/Billing Physical Therapists and Occupational Therapists ..........cccuoeeoeeririenineeseseese e 2,000
(013 T= T ST PSP U P OP P SPOPPRO 1,500

2. Reimbursement

Table 4 contains information that
identifies the amount of reimbursement
allowed to DMEPOS suppliers in 2005.
The statistics are based on the number
of 6-digit NSC numbers at that time, or
65,984.

As explained in section H of this
impact analysis, we recognize that the
percentage breakdown of allowed
charges in 2005 may not be precisely the
same as that which exists today. For
instance, Table 4 shows that
approximately 10.8 percent of DMEPOS

suppliers in 2005 had allowed charges
of between $5,000-$9,999. This does
not necessarily mean that 10.8 percent
of suppliers in 2007 or 2008 had
allowed charges of this amount. We
would, of course, prefer to have a table
of NPI-allowed charge amounts over the
past 12 months; however, this is not
possible because use of the NPI was not
mandatory until May 2008. Moreover,
because we used the 2005 6-digit NSC
number data in the proposed rule, we
believe that—for purposes of
consistency—it would be best to also
use this information in the final rule. In

sum, while recognizing the potential for
variations between the 6-digit number
percentages and today’s NPI-based
figures, we believe that such variations
are modest at best and that the
percentages shown in Table 4 are
similar to those in 2008. Thus, if 10.1
percent of 6-digit NSC numbers received
$0 in reimbursement in 2005, this 10.1
percent figure is equally applicable to
current levels of DMEPOS
reimbursement; this means that 10.1
percent of the 113,000 Medicare-
enrolled suppliers (based on the NPI)
receive $0 in reimbursement.

TABLE 4—TOTAL NUMBER OF SUPPLIERS LISTED BY ALLOWED CHARGES FOR DATES OF SERVICE IN CALENDAR YEAR
2005 ON 6-DIGIT UNIQUE BILLING NUMBERS

Total number | Percentage of

Allowed charge of DMEPOS total number

suppliers of suppliers
OSSR 6,671 10.1
BO.0T=8999 ..ottt ettt sttt 9,168 13.9
$1,000-$2,499 .... 7,092 10.7
$2,500-$4,999 ... 6,744 10.2
$5,000-$9,999 ....... 7,117 10.8
$10,000-$24,999 .... 8,896 13.5
$25,000-$49,999 .... 5,478 8.3
$50,000-$99,999 4,026 6.1
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TABLE 4—TOTAL NUMBER OF SUPPLIERS LISTED BY ALLOWED CHARGES FOR DATES OF SERVICE IN CALENDAR YEAR
2005 ON 6-DIGIT UNIQUE BILLING NUMBERS—Continued

Total number | Percentage of

Allowed charge of DMEPOS total number

suppliers of suppliers
F100,000—F3499,999 .....oiitiiiieiieiirt ettt ettt bt h R R £ e e b e R eE R e st s e Rt Rt R et s e bt et b n e eanan 7,146 10.8
$500,000—F999,999 .....eiitiitiiiieieet ettt ettt ettt e £ e a e eaeehe R e £ et e R e Rt eEeeE e ke s enteneeRe Rt eRease e eReerenaenaebeneenean 1,982 3.0
$1,000,000-4,999,999 . 1,450 2.2
$5,000,000 OF MOI ...cuveeeeteeetee e e eteeeete e et e eeteeeaeeeeteeeteeeteeeteeeseeeseeesseeeseeaseeeseesaseeesseenseeaseeansseesssenseesseeanseesaesenseeanes 215 0.3
o] - | ST PPTRRRION 65,984 | ..o,

C. Anticipated Effects of Accreditation
on DMEPOS Supplier Surety Bonding

Under this final rule, newly enrolling
and existing DMEPOS suppliers not
eligible for an exception will have to
obtain and maintain a surety bond to
enroll or maintain their billing
privileges in the Medicare program.
However, it is important to note that all
existing DMEPOS suppliers are required
to be accredited by an approved
accreditation organization by September
30, 2009.

DMEPOS suppliers will incur costs
for becoming accredited. Accreditation
organizations will incur costs to accredit
suppliers; we assume that these costs
are approximately equal to the
accreditation fees paid by suppliers. The
cost and impact of accreditation on
DMEPOS suppliers are described in a
regulation titled, “Inpatient
Rehabilitation Facility Prospective
Payment System for Federal FY 2007;
Provisions Concerning Competitive
Acquisition for Durable Medical,
Equipment, Prosthetics, Orthotics, and
Supplies (DMEPOS); Accreditation of
DMEPOS Supplier” final rule (71 FR
47870) which was published in the
Federal Register on August 18, 2006.

1. Factors Affecting the Cost Impact

As stated previously, in March 2008,
there were 113,154 unique 10-digit NSC
numbers. As of September 2008, there
are approximately 113,000 NPIs. This
total includes suppliers as well as
providers and physicians that furnish
items under Medicare Part B as
suppliers. The distribution of locations
by supplier type is very uneven across
the industry. Over 90 percent of
suppliers operate a single location,
while some drug chains, grocery stores,
optometry companies, and a few
medical equipment companies have
over a hundred locations.

2. Suppliers That Probably Will Not
Seek a Surety Bond Due to
Accreditation

Many currently-enrolled DMEPOS
suppliers are small, receive relatively

little in Medicare payments, and do not
specialize in DMEPOS. In 2005, as
shown in Table 4, 10.1 percent of all
suppliers received $0 in allowed
charges during the calendar year. This
indicates that approximately 10.1
percent of DMEPOS suppliers—or, if
based on the current number of NPIs,
11,413—are not actively participating
and billing in the Medicare program.
Based on our analysis, we believe that
almost all of these DMEPOS suppliers
will have their billing privileges
deactivated for 12 consecutive months
of nonbilling (see § 424.540) prior to the
implementation of this final rule, will
qualify for an exception, or will make
the business decision to exit the
Medicare program on or before
September 30, 2009 due to the costs
associated with accreditation.

Accordingly, we estimate that 60
percent (or approximately 6,848) of the
approximately 11,413 suppliers that
receive no payments from Medicare will
exit the Medicare program due to the
cost associated with accreditation and
that the remaining DMEPOS suppliers
who receive no annual reimbursement
from Medicare will have their Medicare
billing privileges deactivated or will
qualify for an exception to the bonding
requirement. Given that accreditation
costs approximately $3,000 for single
location DMEPOS suppliers, we believe
that approximately 60 percent of the
DMEPOS suppliers that are
participating in the Medicare program
and not actively billing the program will
voluntarily withdraw from the
Medicare.

In addition, we believe that this
estimate is consistent with the impact
analysis contained in the August 18,
2006 final rule (71 FR 48406) which
states that, “we assume that the 6,900
suppliers that currently receive $0 in
allowed charges will not seek
accreditation.” As such, we believe that
6,848 suppliers will not seek a surety
bond due to the implementation of
accreditation.

3. Suppliers That Probably Will Not
Seek a Surety Bond Due to Combined
Costs Associated With Surety Bond and
Accreditation

As stated above, many suppliers that
currently have NSC supplier numbers
are small, receive relatively little in
Medicare payments, and do not
specialize in DMEPQOS. In 2005,
approximately 45.6 percent of all
DMEPOS suppliers received between $1
and $9,999, and an additional 13.5
percent of DMEPOS suppliers received
between $10,000 and $24,999. Applying
these percentages to the 113,000 current
NPIs in the DMEPOS arena, we estimate
that approximately 51,528 currently-
enrolled DMEPOS suppliers receive
annual reimbursement between $1 and
$9,999 and approximately 15,255
DMEPOS suppliers receive annual
reimbursement between $10,000 and
$24,999. These suppliers will have to
make a business decision on whether to
pay for the costs associated with
accreditation and a surety bond.
Accreditation is for a 3-year period. The
impact section of the August 18, 2006
final rule estimated that accreditation
fees will be approximately $3,000 for a
DME supplier, or $1,000 per year. The
estimated average cost per year for a
surety bond would be $1,500. (Note that
this is $500 lower than the $2,000 per
year figure listed in the proposed rule.
This is due to our decision to reduce the
bond amount from $65,000 to $50,000.)
We thus believe that combined costs for
both accreditation and a surety bond
would be approximately $2,500 per
year.

We estimate that approximately 40
percent (or 20,611) of the approximately
51,528 suppliers that receive between
$1 and $9,999 annually from Medicare
will exit the Medicare program because
of the combined costs associated with
the surety bond requirement and
accreditation. The remaining 60 percent
will consist of, naturally, suppliers that
chose to remain in the program and
suppliers that qualify for an exemption
to the surety bond requirement. Indeed,
a significant number of the physicians
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and NPPs that qualify for such an
exception are relatively small billers.

Furthermore, we estimate that
approximately 30 percent (or 4,577) of
the approximately 15,255 that receive
between $10,000 and $24,999 annually
from Medicare will exit the Medicare
program because of the combined costs
associated with the surety bond
requirement and accreditation. The
remaining 70 percent will consist of
suppliers that chose to remain in the
program and suppliers that would
qualify for an exemption to the surety
bond requirement.

4. Suppliers That Meet an Exception to
the Surety Bond Requirement

Section 424.57(c)(26)(ii) establishes
exceptions to the surety bond
requirement for the following
organizations and individuals:

e Government-operated DMEPOS
suppliers are provided an exception to
the surety bond requirement if the DME
supplier has provided CMS with a
comparable surety bond under State
law, and if it does not have any unpaid
claims, CMPs or assessments.

e State-licensed orthotic and
prosthetic personnel operating in
private practice and selling only
orthotics, prosthetics and/or supplies if
the supplier does not have any unpaid
claims, CMPs, or assessments;

e Physicians and NPPs, as defined in
section 1842(b)(18) of the Act,
furnishing DMEPOS to the physician or
NPP’s own patients as part of his or her
professional service; and

e State-licensed physical therapists
and occupational therapists operating in
private practice and furnishing
prosthetics orthotics and/or supplies to
the therapist’s own patients as part of
his or her professional service, and who
does not have any unpaid claims, CMPs,
or assessments.

As indicated in Table 3, there are
approximately 10,800 orthotic and
prosthetic personnel operating
independently of a medical supply
company, approximately 30,700
physicians (for example, podiatry and
orthopedic/orthopedic surgery) and
approximately 2,000 NPPs—
specifically, physical and occupational
therapists—who qualify for an
exception to the surety bond
requirement. There are also
approximately 35 government-operated
DMEPOS suppliers. This means that
43,535 DMEPOS suppliers are eligible
for an exemption from the surety bond
requirement.

We recognize, however, that it is
unlikely that all 43,545 of these
suppliers will be exempt. As already
indicated, the figures in Table 3 include

those suppliers that qualify as more
than one supplier type. To illustrate, a
physician who operates his or her own
DMEPOS supply company may have
indicated on his CMS-855S enrollment
application that he is both a physician
and a supply company. Clearly, such an
individual would not qualify for the
physician exemption. Furthermore,
even those individual practitioners that
only identified themselves as
physicians, physical therapists, orthotic
personnel, etc., may not meet the
criteria for the exemption due to the
composition of their practice. For
instance, a physical therapist’s practice
may be one-half owned by a DMEPOS
supply company, in which case the
physical therapist would not qualify for
an exemption.

For purposes of this impact analysis,
we will assume that 35 percent of the
43,545 individual practitioners enrolled
as DMEPOS suppliers—or 15,241—will
not qualify for an exception to the
surety bond requirement. We believe
that 35 percent is a high-end estimate
and that, in all probability, more than
15,241 practitioners will meet an
exception.

D. Surety Bond Costs for Currently
Enrolled DMEPOS Suppliers

While the costs of a surety bond will
vary by surety, we estimate that the
surety bond requirement as specified in
§424.57(d) is $106.2 million annually.
This cost is based on the factors
identified below.

1. Number of Currently Enrolled
DMEPOS Suppliers That Must Obtain a
Surety Bond

We derived the number of presently
enrolled DMEPOS suppliers that must
obtain a surety bond in the following
manner:

Step A—Subtracted the number of
DMEPOS suppliers (6,848) that we
estimated would exit the program based
on implementation of accreditation from
the total number of NPIs associated with
DMEPOS suppliers. The result was
106,152 suppliers.

Step B—Subtracted the estimated
number of suppliers (25,188) that we
believe will exit the Medicare program
due to the combined costs associated
with accreditation and a surety bond
from the sum in Step A. The result was
80,964 suppliers.

Step C—Subtracted the estimated
number of suppliers (15,241) eligible for
an exception to the surety bond amount
from the sum in Step B. The result was
65,723 suppliers.

2. Number of New DMEPOS Suppliers
That Will Need To Obtain a Surety
Bond

Since any DMEPOS supplier seeking
to enroll in the Medicare program on or
after October 1, 2009 is required to meet
all of supplier standards at §424.57,
including the accreditation standards at
§424.57(c)(22) through §424.57(c)(25),
we believe that a smaller number of
applicants will apply to enroll in the
Medicare program as a DMEPOS
supplier after this date.

Before the implementation of
accreditation, the NSC received
approximately 12,000 initial enrollment
applications per year, of which roughly
one-half (or 6,000) were approved. After
the full implementation of accreditation,
we expect that the annual number of
initial applications will fall to 6,000, of
which approximately 2,000 will be
approved. However, given the
exceptions established in this final rule,
it is likely that a number of these new
suppliers will qualify for an exemption
to the surety bond requirement.
Nevertheless, for purposes of our
analysis, we used the higher 2,000
figure to account for the possibility that
the number of new DMEPOS suppliers
in a given year may slightly exceed our
expectations.

3. Cost of a Bond

Based on information received from
the industry, we estimated that the
average bond cost is approximately
$1,500, or 3 percent of the value of a
$50,000 bond. We multiplied the
number of remaining suppliers (65,723)
by $1,500, which resulted in a figure of
approximately $98.6 million. We further
estimated that no more than one-half of
1 percent of DMEPOS suppliers that are
subject to the surety bond requirement
(or 329 out of 65,723) have had a final
adverse action imposed against them
within the last 10 years and continue to
participate in the Medicare program. For
these suppliers, the average number of
final adverse actions will be one, which
will thus mandate a bond amount of
$100,000—or $50,000 more than the
base bond amount. Therefore, if we
multiply 329 by the cost of the
additional $50,000 bond amount (or
$1,500), the total is $493,500, which
when added to the $98.6 million
amount identified above, results in
$99.1 million. We then add, as
explained above, the estimated 2,000
new DMEPOS suppliers that will enroll
in the Medicare program each year.
With an average bond cost of $1,500,
this adds another $3 million. Thus, the
annual costs of the surety bond
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increases from $99.1 million to $102.1
million.

A surety charges its underwriting fee
based on the penal sum of the bond. We
have determined that for this type of
surety bond the industry usually has an
underwriting charge of 2 to 3 percent.
We believe that there is little variation
of the charge based on geographical
location or type of DMEPOS supplier
although the DMEPOS supplier’s
financial average soundness probably
will be a factor in the rate charged by
the surety for the bond. We are unable
to make an estimate of the range of
financial soundness of DMEPOS
suppliers, or its impact on the cost of
surety bonds for Medicare.

4. Paperwork Costs for DMEPOS
Suppliers

As already stated, we estimate that
65,723 currently-enrolled DMEPOS
suppliers and 2,000 new DMEPOS
suppliers per year will be subject to the
surety bond requirement. We estimated
that the year 1 implementation costs
will be approximately $4.1 million and
that the annual implementation costs
thereafter to be approximately $180,000
per year.

To calculate the cost associated with
the implementation of the surety bond
in year 1, we calculated the cost of
completing the revised Medicare
enrollment application (CMS-855S) at
$20 per hour along with our estimate
that it will take on average 3 hours to
complete the information collection
associated with surety bond.

Using this information, we multiplied
65,723 currently-enrolled DMEPOS
suppliers by 3 hours to derive the time
associated with completing this new
information collection requirement. The
result was 197,169 hours (65,723 x 3
hours). We then multiplied the result
(197,169) hours times $20 per hour to
calculate the costs for existing DMEPOS
suppliers subject to the bonding
requirement to complete the
information collection associated with
the implementation of the surety bond
requirement. The result equaled
$3,943,380. Similarly, we used the same
calculation for newly enrolling
DMEPOS suppliers and calculated a
costs of $120,000 (2,000 suppliers x 3
hours x $20 per hour). Finally, we are
assuming that a maximum of 1,000
suppliers will incur costs to update or
change their surety. The resulting costs
would equal $60,000 (1,000 suppliers x
3 hours x $20 per hour). Thus, we
estimate that the paperwork burden
associated with the surety bond is
$4,063,380 ($3,943,380 + $120,000) in
year one and $180,000 annually
thereafter.

5. Total Costs

Based on the information identified in
sections IV.D.1. through IV.D.4. of this
final rule, we estimate that the total cost
of the surety bond requirement in its
first year will be approximately $106.2
million. The cost in each subsequent
year will be roughly $102.3 million.

E. Impact on Beneficiary Access

As already discussed, we believe that
6,848 DMEPOS suppliers will exit the
Medicare program as a result of the
implementation of accreditation,
irrespective of whether these suppliers
qualify for a surety bond exemption.
This will result in 106,152 suppliers
remaining in the Medicare program.
Starting from this figure, we will
calculate the number of DMEPOS
suppliers that will leave Medicare due
to the surety bond requirement.

We previously estimated that 25,188
DMEPOS suppliers will exit the
Medicare program due to the combined
costs of the surety bond and
accreditation requirements. This leaves
80,964 suppliers. If we were to assume
that there are 15,241 suppliers that are
eligible for an exception to the bonding
requirement, 65,723 DMEPOS suppliers
are left. We thus estimate that this many
DMEPOS suppliers will remain in
Medicare after the implementation of
the surety bond requirement.

We believe that the majority of
remaining DMEPOS suppliers will
consist of three categories of suppliers:
Pharmacies (whether large or small,
chain or non-chain), physicians and
NPPs who qualify for an exemption, and
larger medical supply companies.
Pharmacies and large medical supply
companies are likely to remain in the
Medicare program because,
notwithstanding the cost of the bond,
they have the revenues to more than
offset said cost—including even those
large chain pharmacies that will need to
obtain a bond for each location. Those
physicians and NPPs that qualify for an
exemption, meanwhile, are likely to
remain in Medicare for this very reason.
We believe that many beneficiaries in
non-rural areas, where there are a high
number of chain pharmacies—and, of
course, a high percentage of physician
and NPP practices—will continue to
have access to DMEPOS supplies
offered by these suppliers.

We estimate that approximately 20
percent of all DMEPOS suppliers are
located in rural areas. We believe that
the majority of DMEPOS suppliers in
these areas are physician and NPPs,
community pharmacies, and small
medical supply distributors. For reasons
already stated, many physicians and

NPPs will be exempt from the surety
bond requirement; as such, we do not
foresee a significant decrease in the
number of such rural practitioners who
offer DMEPOS suppliers. Nor do we
expect many community pharmacies to
exit the program notwithstanding the
need for them to obtain a bond. We do
however recognize that a number of
rural medical supply companies may
withdraw from the Medicare program.
However, we believe that much of the
business conducted by these suppliers
will be assumed by community
pharmacies, physicians, NPPs, and
mail-order medical supply companies;
in fact, it is quite common for rural
beneficiaries who are unable to access a
local medical supply company to utilize
mail-order services.

While we expect that some DMEPOS
suppliers in rural areas will exit the
Medicare program, we do not believe
that this figure will be significant, nor
do we believe that overall beneficiary
access will be substantially curtailed.
Nevertheless, to help Medicare
beneficiaries in both rural and non-rural
areas locate a qualified replacement
DMEPOS supplier, we will conduct
education and outreach efforts to ease
the transition from a departing DMEPOS
supplier to a DMEPOS supplier that will
remain in the program.

The category of DMEPOS suppliers
that will arguably be most affected by
the imposition of the surety bond
requirement, at least in terms of gross
expenditures, is large, publicly-traded
chain pharmacies. These suppliers, as
already discussed, do not qualify for a
surety bond exemption. Some chains
have several hundred locations. Thus,
for instance, a pharmacy chain that has
300 locations, each denoted by a
separate NPI, will be required to obtain
a bond for each site. With an annual
bond cost of $1,500, the yearly cost of
the surety bond requirement for the
chain organization would be $450,000.

F. Alternatives Considered for DMEPOS
Suppliers

The RFA requires agencies to analyze
options for the regulatory relief of small
entities. In compliance with section 604
of the RFA, therefore, we have
incorporated several options designed to
minimize the burden of the surety bond
requirement—both a stand-alone
requirement and when implemented in
conjunction with the accreditation
provisions found at § 424.58.

First, with respect to accreditation, we
have approved multiple accreditation
organizations that serve smaller
suppliers, as well as accreditation
organizations that will be responsible
for only surveying the streamlined
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quality standards for compliance and
not providing any consultative services
that may increase the time and cost of
the survey process. Also, we believe that
unannounced surveys will reduce the
time and cost involved in suppliers’
receiving and reviewing documents
prior to the survey.

Second, we have reduced the surety
bond amount from $65,000 to $50,000,
in part to ease the economic impact on
small, rural DMEPOS suppliers. Rather
than a $2,000 per year cost for a surety
bond, the establishment of a $50,000
bond amount will reduce the annual
cost to $1,500. This reduction will not,
in our view, will help ensure that small,
DMEPOS suppliers continue to
participate in the Medicare program.

Finally, we have established several
exceptions to the surety bond
requirement. These exemptions apply
almost exclusively to small businesses—
specifically, physician and NPP
practices—and will no doubt ease the
economic impact on such businesses in
both rural and non-rural areas.

For reasons already explained, we
were unable to establish exceptions to
the bond requirement for other types of
small entities, such as single-site
community pharmacies. Nevertheless,
by reducing the bond amount to the
statutory minimum and by creating
those exceptions that were legally
permissible, we believe that we have
taken concrete steps to ease the
economic burden on small business to
the maximum extent permitted by
section 4312(a) of the BBA.

G. Uncertainty

There are at least four important
sources of uncertainty in estimating the
impact of surety bonds on DMEPOS
suppliers. First, our estimates assume
that the vast majority of current
DMEPOS suppliers with positive
Medicare payments will obtain and
maintain a surety bond. As noted
previously, many suppliers that
currently have NSC supplier numbers
are small, receive relatively little in
Medicare payments, and do not
specialize in DMEPOS. We assume that
suppliers that currently receive no
Medicare allowed charges will choose
not to seek accreditation and a surety
bond, and that many of the suppliers
with allowed charges between $1 and
$10,000 may decide not to incur the
costs of accreditation.

Second, it is unclear how high or low
surety bond or accreditation fees will be
in the future. With required

accreditation causing more suppliers to
seek accreditation, fees may fall if the
accreditation organizations can enjoy
economies of scale as they expand. This
would lessen the impact on DMEPOS
suppliers.

Third, the timing of competitive
bidding may impact some DMEPOS
suppliers’ decision to continue to
participate in the Medicare program.
With the delay in the implementation of
the Competitive Bidding Program as
mandated by the MIPPA, we cannot
calculate the impact that competitive
bidding will have on existing DMEPOS
suppliers continuing to participate in
Medicare.

Finally, as discussed in section B of
this impact analysis, we recognize that
the percentage breakdown of allowed
charges in 2005, as described in Table
4, may not be precisely the same as that
which currently exists. It is certainly
possible that the use of allowed charge
data based on the NPI, rather than the
6-digit NSC number, will lead to a
greater percentage of suppliers falling
into the category of “small billers,” for
a single location (that is, an NPI-specific
site) is generally likely to receive less
reimbursement than an entity with
multiple locations (that is, a entity
denoted by a 6-digit NSC number).

Yet we believe that any such increase
in the percentage of small billers will be
minor. Many of these NPI-specific sites
are locations that are part of large chain
pharmacy organizations; such pharmacy
locations often receive significant levels
of Medicare reimbursement. In other
words, while the change from the 6-digit
NSC number to the NPI as the primary
supplier identifier greatly increased the
number of DMEPOS suppliers, many of
these “new” suppliers were chain
pharmacy locations that could not be
classified as ‘“‘small billers.” As such,
we are not entirely convinced that the
increase in DMEPOS suppliers will
result in a concomitant rise in the
overall percentage of small billers. Still,
we cannot rule out this possibility and
thus concede that this issue represented
an element of uncertainty in our impact
analysis.

H. Accounting Statement

As required by OMB Circular A—4
(available at http://
www.whitehouse.gov/omb/circulars/
a004/a-4.pdf), in Table 6 we have
prepared an accounting statement. This
statement, it should be noted, addresses
only the costs and monetary transfers

associated with the surety bond
requirement. It does not address, from a
strictly monetary standpoint, the
prospective financial benefits of the
bond requirement. While we, as
explained in the preamble, expects the
bond requirement to provide significant
program integrity benefits for Medicare
on the grounds that we will be able to
recoup otherwise uncollectible
overpayments, CMPs, and assessments
and that unscrupulous DMEPOS
suppliers will be deterred from entering
the Medicare program, it is impossible
for us to quantify these benefits in
monetary terms. We cannot predict how
many potentially fraudulent DMEPOS
suppliers will be kept out of the
Medicare program, nor can we
determine for certain how much money
Medicare will recoup from said
overpayments, CMPs, and assessments.

The cost section addresses the data
discussed in section IV.D. of this final
rule. The monetary transfers section
contains information on the transfer of
Medicare reimbursement from those
DMEPOS suppliers that will leave the
Medicare program as a result of the
surety bond requirement (as described
in section IV.D.1. of this final rule) to
those DMEPOS suppliers that will
assume the DMEPOS business of these
departing suppliers. As previously
stated, we estimated that approximately
30 percent (or 4,577) of the
approximately 15,255 DMEPOS
suppliers that receive between $10,000
and $24,999 annually from Medicare
will exit the Medicare program because
of the combined costs associated with
the surety bond requirement and
accreditation. We further estimated that
roughly 40 percent (or 20,611) of the
approximately 51,528 suppliers that
receive between $1 and $9,999 annually
from Medicare will exit the Medicare
program because of these combined
costs. For purposes of this assessment
statement, we used the midpoint of the
two aforementioned categories (or
$17,500 and $5,000, respectively) as the
amount of annual reimbursement these
suppliers receive. As such, we
multiplied 20,611 by $5,000 and arrived
at $103,055,000, and multiplied 4,577
by $17,500 to obtain a figure of
$80,097,500. Therefore, we estimate that
approximately $183.2 million in annual
Medicare reimbursement will be paid to
existing or new DMEPOS suppliers in
lieu of those suppliers exiting the
Medicare program.
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TABLE 6—CLASSIFICATION OF ESTIMATED EXPENDITURES AND COSTS

Category
Surety bond requirement

In millions

Annualized Monetized Transfers Using the 7% Discount Rate
Annualized Monetized Transfers Using the 3% Discount Rate ...
Who is Affected? ...

102.8.
102.7.
DMEPOS Suppliers.

TRANSFERS

Annualized Monetized Transfers Using the 7% Discount Rate
Annualized Monetized Transfers Using the 3% Discount Rate ....
From Who to Whom? ........cccoiiiiiiiiiieeeeeen,

183.2.

183.2.

Departing DMEPOS Suppliers to Current or New
DMEPQOS Suppliers.

In accordance with the provisions of
Executive Order 12866, this regulation
was reviewed by the Office of
Management and Budget.

List of Subjects in 42 CFR Part 424

Emergency medical services, Health
facilities, Health professions, Medicare.

m For the reasons set forth in the
preamble, the Centers for Medicare &
Medicaid Services amends 42 CFR
chapter IV, as set forth below:

PART 424—CONDITIONS FOR
MEDICARE PAYMENT

m 1. The authority citation for part 424
is revised to read as follows:

Authority: Secs. 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395hh).

Subpart D—To Whom Payment Is
Ordinarily Made

m 2. Section 424.57 is amended by—
m A. Amending paragraph (a) by adding
the following definitions in alphabetical
order: “Assessment”’, “Authorized
surety”, “Civil money penalty”, “Final
adverse action”, “‘Government-operated
supplier”, “National Supplier
Clearinghouse (NSC)”, “Penal sum”,
“Rider”, “Sufficient evidence”, “Surety
bond”, and “Unpaid claim”.
m B. In paragraph (a), in the definition
of “DMEPOS supplier”, the cross-
reference ‘“paragraph (c)” is removed
and the cross-reference “paragraphs (c)
and (d)” are added in its place.
m C. Adding paragraph (c)(26).
m D. Redesignating paragraphs (d) and
(e) as paragraphs (e) and (f).
m D. Adding a new paragraph (d).
m E. In newly redesignated paragraph
(e), the cross-reference “‘paragraphs (b)
and (c)” is removed and the cross-
reference ‘‘paragraphs (b), (c), and (d)”
is added in its place.

The additions read as follows:

§424.57 Special payment rules for items
furnished by DMEPOS suppliers and
issuance of DMEPOS supplier billing
privileges.

(a] * % %

Assessment means a sum certain that
CMS or the Office of Inspector General
(OIG) may assess against a DMEPOS
supplier under Titles XI, XVIII, or XXI
of the Social Security Act or as specified
in this chapter.

Authorized surety means a surety that
has been issued a Certificate of
Authority by the U.S. Department of the
Treasury as an acceptable surety on
Federal bonds and the certificate has
neither expired nor been revoked.

Civil money penalty (CMP) means a
sum that CMS has the authority, as
implemented by 42 CFR 402.1(c); or OIG
has the authority, under section 1128A
of the Act or 42 CFR part 1003, to
impose on a supplier as a penalty.

* * * * *

Final adverse action means one or
more of the following actions:

(i) A Medicare-imposed revocation of
any Medicare billing privileges;

(ii) Suspension or revocation of a
license to provide health care by any
State licensing authority;

(iii) Revocation or suspension by an
accreditation organization;

(iv) A conviction of a Federal or State
felony offense (as defined in
§424.535(a)(3)(1)(A)) within the last 10
years preceding enrollment,
revalidation, or re-enrollment; or

(v) An exclusion or debarment from
participation in a Federal or State health
care program.

Government-operated supplier is a
DMEPOS supplier owned or operated by
a Federal, State, or Tribal entity.

National Supplier Clearinghouse
(NSC) is the contractor that is
responsible for the enrollment and re-
enrollment process for DMEPOS
suppliers.

Penal sum is the maximum obligation
of the surety if a loss occurs.

Rider means a notice issued by a
surety that a change in the bond has
occurred or will occur.

Sufficient evidence means documents
CMS may supply to the surety in order
to establish that a DMEPOS supplier
had received Medicare funds in excess
of the amount due and payable under
the statute and regulations, the amount
of a CMP, or the amount of some other
assessment against the DMEPOS
supplier.

Surety bond means a bond issued by
one or more sureties under 31 U.S.C.
9304 through 9308 and 31 CFR parts
223, 224, and 225.

Unpaid claim means an overpayment
made by the Medicare program to the
DMEPOS supplier for which the
DMEPOS supplier is responsible, plus
accrued interest that is effective 90 days
after the date of the notice sent to the
DMEPOS supplier of the overpayment.
If a written agreement for payment,
acceptable to CMS, is made, an unpaid
claim also means a Medicare
overpayment for which the DMEPOS
supplier is responsible, plus accrued
interest after the DME supplier’s default

on the arrangement.
* * * * *

(c) * x %

(26) Must meet the surety bond
requirements specified in paragraph (d)
of this section.

(d) Surety bonds requirements.

(1) Effective date of surety bond
requirements.

(i) DMEPOS suppliers seeking
enrollment or with a change in
ownership. Except as provided in
paragraph (d)(15) of this section,
beginning May 4, 2009, DMEPOS
suppliers seeking to enroll or to change
the ownership of a supplier of DMEPOS
must meet the requirements of
paragraph (d) of this section for each
assigned NPI for which the DMEPOS
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supplier is seeking to obtain Medicare
billing privileges.

(ii) Existing DMEPOS suppliers.
Except as provided in paragraph (d)(15)
of this section, beginning October 2,
2009, each Medicare-enrolled DMEPOS
supplier must meet the requirements of
paragraph (d) of this section for each
assigned NPI to which Medicare has
granted billing privileges.

(2) Minimum requirements for a
DMEPOS supplier.

i)A suppﬁer enrolling in the
Medlcare program, making a change in
ownership, or responding to a
revalidation or reenrollment request
must submit to the NSC a surety bond
from an authorized surety of $50,000
and if required by the NSC an elevated
bond amount as described in paragraph
(d)(3) of this section with its paper or
electronic Medicare enrollment
application (CMS-855S, OMB number
0938-0685). The term of the initial
surety bond must be effective on the
date that the application is submitted to
the NSC.

(ii) A supplier that seeks to become an
enrolled DMEPOS supplier through a
purchase or transfer of assets or
ownership interest must submit to the
NSC a surety bond from an authorized
surety of $50,000 and if required by the
NSC an elevated bond amount as
described in paragraph (d)(3) of this
section that is effective from the date of
the purchase or transfer in order to
exercise billing privileges as of that
date. If the bond is effective at a later
date, the effective date of the new
DMEPOS supplier billing privileges is
the effective date of the surety bond as
validated by the NSC.

(iii) A DMEPOS supplier enrolling a
new practice location must submit to
the NSC a new surety bond from an
authorized surety or an amendment or
rider to the existing bond, showing that
the new practice location is covered by
an additional base surety bond of
$50,000 or, as necessary, an elevated
surety bond amount as described in
paragraph (d)(3) of this section.

(3) Elevated surety bond amounts.

(i) If required, a DMEPOS supplier
must obtain and maintain a base surety
bond in the amount of $50,000 as
specified in paragraph (d)(2) of this
section and an elevated surety bond in
the amount prescribed by the NSC as
described in paragraph (d)(3)(ii) of this
section.

(ii) The NSC prescribes an elevated
surety bond amount of $50,000 per
occurrence of an adverse legal action
within the 10 years preceding
enrollment, revalidation, or
reenrollment, as defined in paragraph
(a) of this section.

(4) Type and terms of the surety bond.

(i) Type of bond. A DMEPOS supplier
must submit a bond that is continuous.

(ii) Minimum requirements of liability
coverage.

(A) The terms of the bond submitted
by a DMEPOS supplier for the purpose
of complying with this section must
meet the minimum requirements of
liability coverage ($50,000) and surety
and DMEPOS supplier responsibility as
set forth in this section.

(B) CMS requires a supplier to submit
a bond that on its face reflects the
requirements of this section. CMS
revokes or denies a DMEPOS supplier’s
billing privileges based upon the
submission of a bond that does not
reflect the requirements of paragraph (d)
of this section.

(5) Specific surety bond requirements.

(i) The bond must guarantee that the
surety will, within 30 days of receiving
written notice from CMS containing
sufficient evidence to establish the
surety’s liability under the bond of
unpaid claims, CMPs, or assessments,
pay CMS a total of up to the full penal
amount of the bond in the following
amounts:

(A) The amount of any unpaid claim,
plus accrued interest, for which the
DMEPOS supplier is responsible.

(B) The amount of any unpaid claims,
CMPs, or assessments imposed by CMS
or OIG on the DMEPOS supplier, plus
accrued interest.

(ii) The bond must provide the
following: The surety is liable for
unpaid claims, CMPs, or assessments
that occur during the term of the bond.

(iii) If the DMEPOS supplier fails to
furnish a bond meeting the
requirements of paragraph (d) of this
section, fails to submit a rider when
required, or if the DMEPOS supplier’s
billing privileges are revoked, the last
bond or rider submitted by the DMEPOS
supplier remains in effect until the last
day of the surety bond coverage period
and the surety remains liable for unpaid
claims, CMPs, or assessments that—

(A) CMS or the OIG imposes or asserts
against the DMEPOS supplier based on
overpayments or other events that took
place during the term of the bond or
rider; and

(B) Were imposed or assessed by CMS
or the OIG during the 2 years following
the date that the DMEPOS supplier
failed to submit a bond or required
rider, or the date the DMEPOS
supplier’s billing privileges were
terminated, whichever is later.

(6) Cancellation of a bond and lapse
of surety bond coverage.

(i) A DMEPOS supplier may cancel its
surety bond and must provide written
notice at least 30 days before the

effective date of the cancellation to the
NSC and the surety.

(ii) Cancellation of a surety bond is
grounds for revocation of the DMEPOS
supplier’s Medicare billing privileges
unless the DMEPOS supplier provides a
new bond before the effective date of the
cancellation. The liability of the surety
continues through the termination
effective date.

(iii) If CMS receives notification of a
lapse in bond coverage from the surety,
the DMEPOS supplier’s billing
privileges are revoked. During this
lapse, Medicare does not pay for items
or services furnished during the gap in
coverage, and the DMEPOS supplier is
held liable for the items or services (that
is, the DMEPOS supplier would not be
permitted to charge the beneficiary for
the items or services).

(iv) The surety must immediately
notify the NSC if there is a lapse in the
surety’s coverage of the DMEPOS
supplier’s coverage.

(7) Actions under the surety bond.
The bond must provide that actions
under the bond may be brought by CMS
or by CMS contractors.

(8) Required surety information on the
surety bond. The bond must provide the
surety’s name, street address or post
office box number, city, state, and zip
code.

(9) Change of surety. A DMEPOS
supplier that obtains a replacement
surety bond from a different surety to
cover the remaining term of a previously
obtained bond must submit the new
surety bond to the NSC at least 30 days
prior to the expiration of the previous
surety bond. There must be no gap in
the coverage of the surety bond periods.
If a gap in coverage exists, the NSC
revokes the supplier’s billing privileges
and does not pay for any items or
services furnished by the DMEPOS
supplier during the period for which no
bond coverage was available. If a
DMEPOS supplier changes its surety
during the term of the bond, the new
surety is responsible for any
overpayments, CMPs, or assessments
incurred by the DMEPOS supplier
beginning with the effective date of the
new surety bond. The previous surety is
responsible for any overpayments,
CMPs, or assessments that occurred up
to the date of the change of surety.

(10) Parties to the surety bond. The
surety bond must name the DMEPOS
supplier as Principal, CMS as Obligee,
and the surety (and its heirs, executors,
administrators, successors and
assignees, jointly and severally) as
surety.

(11) Effect of DMEPOS supplier’s
failure to obtain, maintain, and timely
file a surety bond.
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(i) CMS revokes the DMEPOS
supplier’s billing privileges if an
enrolled supplier fails to obtain, file
timely, or maintain a surety bond as
specified in this subpart and CMS
instructions. Notwithstanding paragraph
(e) of this section, the revocation is
effective the date the bond lapsed and
any payments for items furnished on or
after that date must be repaid to CMS by
the DMEPOS supplier.

(ii) CMS denies billing privileges to a
supplier if the supplier seeking to
become an enrolled DMEPOS supplier
fails to obtain and file timely a surety
bond as specified with this subpart and
CMS instructions.

(12) Evidence of DMEPOS supplier’s
compliance. CMS may at any time
require a DMEPOS supplier to show
compliance with the requirements of
paragraph (d) of this section.

(13) Effect of subsequent DMEPOS
supplier payment. If a surety has paid
an amount to CMS on the basis of
liability incurred under a bond and
CMS subsequently collects from the
DMEPOS supplier, in whole or in part,
on the unpaid claim, CMPs, or
assessment that was the basis for the
surety’s liability, CMS reimburses the
surety the amount that it collected from
the DMEPOS supplier, up to the amount
paid by the surety to CMS, provided the
surety has no other liability to CMS
under the bond.

(14) Effect of review reversing
determination. If a surety has paid CMS
on the basis of liability incurred under
a surety bond and to the extent the
DMEPOS supplier that obtained the

bond is subsequently successful in
appealing the determination that was
the basis of the unpaid claim, CMP, or
assessment that caused the DMEPOS
supplier to pay CMS under the bond,
CMS refunds the DMEPOS supplier the
amount the DMEPOS supplier paid to
CMS to the extent that the amount
relates to the matter that was
successfully appealed, provided all
review, including judicial review, has
been completed on the matter.

(15) Exception to the surety bond
requirement.

(i) Qualifying entities and
requirements.

(A) Government-operated DMEPOS
suppliers are provided an exception to
the surety bond requirement if the DME
supplier has provided CMS with a
comparable surety bond under State
law.

(B) State-licensed orthotic and
prosthetic personnel in private practice
making custom made orthotics and
prosthetics are provided an exception to
the surety bond requirement if—

(1) The business is solely-owned and
operated by the orthotic and prosthetic
personnel, and

(2) The business is only billing for
orthotic, prosthetics, and supplies.

(C) Physicians and nonphysician
practitioners as defined in section
1842(b)(18) of the Act are provided an
exception to the surety bond
requirement when items are furnished
only to the physician or nonphysician
practitioner’s own patients as part of his
or her physician service.

(D) Physical and occupational
therapists in private practice are

provided an exception to the surety
bond requirement if—

(1) The business is solely-owned and
operated by the physical or
occupational therapist;

(2) The items are furnished only to the
physical or occupational therapist’s own
patients as part of his or her
professional service; and

(3) The business is only billing for
orthotics, prosthetics, and supplies.

(ii) Loss of a DMEPOS supplier
exception. A DMEPQOS supplier that no
longer qualifies for an exception as
described in paragraph (d)(15)(i) of this
section must submit a surety bond to the
NSC in accordance with requirements of
paragraph (d) of this section within 60
days after it knows or has reason to
know that it no longer meets the criteria
for an exception.

Authority: Catalog of Federal Domestic
Program No. 93.774, Medicare—
Supplementary Medical Insurance Program.

Dated: May 1, 2008.

Kerry Weems,

Acting Administrator, Centers for Medicare
& Medicaid Services.

Approved: September 18, 2008.
Michael O. Leavitt,
Secretary.

Editorial Note: This document was
received in the Office of the Federal Register
on Monday, December 22, 2008.

[FR Doc. E8-30802 Filed 12—29-08; 11:15
am]
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 257
[EPA-HQ-RCRA-2008-0329; FRL—-8758-5]
RIN 2050-AG44

Identification of Non-Hazardous
Materials That Are Solid Waste

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Advanced notice of proposed
rulemaking (ANPRM).

SUMMARY: The Environmental Protection
Agency (EPA or Agency) is seeking
comment on which non-hazardous
materials are or are not solid waste
under the Resource Conservation and
Recovery Act (RCRA). The Agency is
also seeking comment on a number of
specific questions concerning the
meaning of “solid waste” under RCRA,
as it applies to non-hazardous waste
programs. We are issuing this ANPRM
to assist the Agency in developing
certain standards under sections 112
and 129 of the Clean Air Act (CAA). The
meaning of “solid waste” as defined
under RCRA is of particular importance
since CAA section 129 states that the
term ‘“‘solid waste”’ shall have the
meaning “established by the
Administrator pursuant to [RCRA].”
DATES: Comments must be received on
or before February 2, 2009.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-HQ-
RCRA-2008-0329, by one of the
following methods:

e http://www.regulations.gov: Follow
the on-line instructions for submitting
comments.

e E-mail: Comments may be sent by
electronic mail (e-mail) to: rcra-
docket@epa.gov, Attention Docket ID
No. EPA-HQ-RCRA-2008-0329. In
contrast to EPA’s electronic public
docket, EPA’s e-mail system is not an
“anonymous access”’ system. If you
send an e-mail comment directly to the
docket without going through EPA’s
electronic public docket, EPA’s e-mail

system automatically captures your e-
mail address. E-mail addresses that are
automatically captured by EPA’s e-mail
system are included as part of the
comment that is placed in the official
public docket, and made available in
EPA'’s electronic public docket.

e Fax: Comments may be faxed to
202-566-9744, Attention Docket ID No.
EPA-HQ-RCRA-2008-0329.

e Mail: Advanced Notice of Proposed
Rulemaking—TIdentification of Non-
Hazardous Materials That Are Solid
Waste, Environmental Protection
Agency, Mail code: 2822T, 1200
Pennsylvania Ave., NW., Washington,
DC 20460. Please include a total of two
copies. Attention Docket ID No. EPA—
HQ-RCRA-2008-0329.

e Hand Delivery: Deliver two copies
of your comments to the Advanced
Notice of Proposed Rulemaking—
Identification of Non-Hazardous
Materials That Are Solid Waste, EPA/
DC, EPA West, Room 3334, and 1301
Constitution Ave., NW., Washington,
DC 20460. Attention Docket ID No.
EPA-HQ-RCRA-2008-0329. Such
deliveries are only accepted during the
docket’s normal hours of operation (8:30
a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays), and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-HQ-RCRA-2008—
0329. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “‘anonymous access’’ system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov, your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you
submit an electronic comment, EPA

recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses. For additional information
about EPA’s public docket, visit the EPA
Docket Center homepage at http://
www.epa.gov/epahome/dockets.htm.
We also request that interested parties
who would like information they
previously submitted to EPA to be
considered as part of this action,
identify the relevant information by
docket entry numbers and page
numbers.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available either
electronically in http://
www.regulations.gov or in hard copy at
the OSWER Docket, EPA/DC, EPA West,
Room 3334, 1301 Constitution Ave.,
NW., Washington DC. The Public
Reading Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Public Reading Room is
(202) 566—1744, and the telephone
number for the OSWER Docket is 202—
566—-0270.

FOR FURTHER INFORMATION CONTACT: For
questions regarding the development of
this ANPRM, contact Michael Galbraith,
Office of Solid Waste (5302P), U.S.
Environmental Protection Agency, Ariel
Rios Building, 1200 Pennsylvania
Avenue, NW., Washington, DC 20460—
0002, telephone (703) 605—0567, e-mail
address: galbraith.michael@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does This Action Apply to Me?

Categories and entities potentially
affected by this action include:
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Major generator category NAICS Major boiler ty%gtgggrerlmary industry NAICS
Iron and Steel MillS .........oociiiiiiii e 331111 | Industrial Boilers:
Food Manufacturing .........cccccceeeeriernieennne. 311, 312
SCraP TIMES weeeeiiiieiiieiiee et riee ettt e b st beesne e sneeseeenneesneens | eeesaeesaeesnes Pulp and Paper Mills ........ccccceeiniireenen. 322
Passenger cars and trucks ..o, N/A | Chemicals and Allied Products ................. 325
Other rubber product manufacturing ..........cccoccevieenieniienieeeee. 326290 | Petroleum Refining 324
Metals .....ccooovveeeeeennns 331, 332
[T o [ o HR SO UPURUPRPRON 113310 | Other Manufacturing ........c..ccoeeevereiieennnn. 313, 339, 321, 333,
336, 511, 326,
316, 327
Sawmills and Wood Preservation ............cccveiieniiiiiieiicenicnieeee 32111
Veneer, Plywood, and Engineered Wood Product Manufacturing .. 32121 | Commercial Boilers:
Pulp, Paper, and Paperboard Mills ...........coooiiriiiiiiiiiiniieeceeene 3221 | OffiCe coocreeeeciee e 813, 541, 921
Cattle Ranching and Farming 1121 | Warehouse . 421,422
Hog and Pig Farming .......ccoooeiiiiiiiee e 1122 | Retall oo 441, 445-454
Poultry and Egg Production ............ccoccoviiiiiniiiiiice e, 1123 | Education ........cccocviiiiiiiiiicicee 611
Sheep and Goat Farming ........cccccceeuee. 1124 | Public Assembly ........ 624,
Horses and Other Equine Production ... 112920 | Lodging, Restaurant .. 721, 722
Crop ProdUCHioN .........cceeiieieiieeeseeee e 111 | Health Care Facilities 621
Support Activities for Crop Production ..........cccceceeniviiieniiinneennen. 11511 | Other ..ocoeeiiiiiiice e 922140, others
Food Manufacturing ..........cccoceeeiiiiiiiii e 311
Beverage and Tobacco Product Manufacturing ............cccccceeeeeeenes 312 | Common Non-Manufacturing Boilers:
Construction of BUildiNgs .........ccceiiriiniriinireeeeceees 236 | Agriculture (crop & livestock production) .. | 111, 112, 115
Site Preparation Contractors ... 238910 | All MiNING ..veoiiiiieeieeeieeree e 212, 211
Landscaping Services .............. 561730 | CONSrUCHION .....ccevvviriiiiiieiecieeeseeeen 235
Iron and Steel MillS ........oocveiiieeieee e 331111
Fossil Fuel Electric Power Generation ..........cccccooveivieeieneeieeneenne. 221112 | Other Boilers:
Cement ManufacCturing ......c..cveveeeiieerieeiee e 327310 | Electric Utility Boilers ........ccccceviviieeinenns 221100
Bituminous Coal and Lignite Surface Mining ...........ccccceciiiiinnnee 212111
Bituminous Coal Underground MiniNg ........cccccevierieenieeniennieenieene 212112 | Non HW Burning Cement Kilns ................ 327310
Anthracite Mining .........cccccoiiiiiiin. 212113
Sewage Treatment Facilities ... 221320
Solid Waste Landfill ..........ccociiiiiiiiiiee e 562212
Metal-casting iINAUSEIY .......coooiiiiiiieee e 3115
Glass and Glass Product Manufacturing . 3272
Packaging ......cccceeeeeeniieeeeee e 32611
Plastic manufacturers .........cccccooiiiiiiiniieee e 325211
Electrometallurgical Ferroalloy Product Manufacturing ................... 331112
Recycling services for degreasing solvents manufacturing . 325998
Solvent dyes manufacturing ........ccccoooeeereeniieereesee e 325132
Solvents made in petroleum refineries; and 324110
Automotive repair and replacement ShOPS .........cccoeveeeeriieeiiiieeenns 811111

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
impacted by this action. This table lists
examples of the types of entities of
which EPA is aware that could
potentially be affected by this action.
Other types of entities not listed could
also be affected. To determine whether
your facility, company, business,
organization, etc., is affected by this
action, you should examine the

B. What Should I Consider as I Prepare
My Comments for EPA?

1. Submitting CBI. Do not submit this
information to EPA through hittp://
www.regulations.gov or e-mail. Clearly
mark the part or all of the information to:
that you claim to be CBI. For CBI
information in a disk or CD ROM that
you mail to EPA, mark the outside of the
disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is

will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for Preparing Your Comments.
When submitting comments, remember

¢ Identify the rulemaking by docket
number and other identifying
information (subject heading, Federal
Register date and page number).

e Follow directions—The agency may

applicability criteria in this rule. If you
have any questions regarding the
applicability of this action to a
particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the
public docket. Information so marked

ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

e Explain why you agree or disagree,

suggest alternatives, and substitute
language for your requested changes.
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e Describe any assumptions and
provide any technical information and/
or data that you used.

¢ If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

e Provide specific examples to
illustrate your concerns, and suggest
alternatives.

¢ Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

¢ Make sure to submit your
comments by the comment period
deadline identified.

II. Background

The United States Court of Appeals
for the District of Columbia Circuit
vacated and remanded two Agency rules
promulgated under the CAA—The
Commercial and Industrial Solid Waste
Incineration (CISWI) definitions rule
(““CISWI Definitions Rule”’), issued
under CAA section 129, and the
Industrial Boilers Maximum Achievable
Control Technology (MACT) standards
rule (“Boilers Rule”), issued under CAA
section 112. The court concluded that
EPA erred by excluding units that
combust solid waste for the purposes of
energy recovery from the Definitions
Rule and including such units in the
Boilers Rule. In response to the court’s
decision, EPA is preparing to establish
new standards under CAA sections 112
and 129 for the various units subject to
each section.

Congress added section 129 to the
CAA in 1990 specifically to address
emissions from solid waste combustion.
CAA section 129 directs EPA to
promulgate emission standards for
“solid waste incineration units.” 42
U.S.C. 7429(a)(1). The term “‘solid waste
incineration unit” is defined, in
pertinent part, to mean ‘““any facility
which combusts any solid waste
material from commercial or industrial
establishments * * *” Id. at section
7429(g)(1). However, the CAA excludes
the following types of units from
classification as solid waste incineration
units that are subject to the section 129
standards: (1) Incinerators or other units
required to have a permit under section
3005 of RCRA; (2) materials recovery
facilities (including primary and
secondary smelters) which combust
waste for the primary purpose of
recovering metals; (3) qualifying small
power production facilities, as defined
in section 3(17)(C) of the Federal Power
Act, or qualifying cogeneration
facilities, as defined in section 3(18)(B)
of the Federal Power Act, which burn
homogeneous waste (such as units
which burn tires or used oil, but not

including refuse-derived fuel) for the
production of electric energy or in the
case of qualifying cogeneration facilities
which burn homogeneous waste for the
production of electric energy or steam or
forms of useful energy (such as heat)
which are used for industrial,
commercial, heating or cooling
purposes, or (4) air curtain incinerators,
provided that such incinerators only
burn wood wastes, yard wastes and
clean lumber and that such air curtain
incinerators comply with the opacity
limitations to be established by the
Administrator by rule. CAA section 129
also states that the term ““solid waste”
shall have the meaning “‘established by
the Administrator pursuant to the Solid
Waste Disposal Act” Id. at 7429(g)(6).1
RCRA defines the term ““solid waste” to
mean “* * * any garbage, refuse, sludge
from a waste treatment plant, water
supply treatment plant, or air pollution
control facility and other discarded
material including solid, liquid,
semisolid, or contained gaseous material
resulting from industrial, commercial,
mining, and agricultural operations, and
from community activities, but does not
include solid or dissolved material in
domestic sewage, or solid or dissolved
materials in irrigation return flows or
industrial discharges which are point
sources subject to permits under section
402 of the Federal Water Pollution
Control Act, as amended (86 Stat. 880),
or source, special nuclear, or byproduct
material as defined by the Atomic
Energy Act of 1954, as amended (68
Stat. 923).” Section 1004 (27).

A. CISWI Rule/CISWI Definitions Rule/
Boiler Rule

EPA fulfilled its statutory obligation
under CAA section 129 when it
promulgated a final rule setting forth
performance standards and emission
guidelines (EG) for Commercial and
Industrial Solid Waste Incineration
Units (referred to as the “CISWI Rule”).
65 FR 75338 (December 1, 2000). Under
CAA section 129, the New Source
Performance Standards (NSPS) and EG
adopted for CISWI units must reflect the
maximum degree of reduction in
emissions of air pollutants that the
Administrator determines is achievable,
taking into consideration the cost of
achieving such emission reduction, and
any non-air quality health and
environmental impacts and energy
requirements. This level of control is
commonly referred to as MACT. The
Administrator may also distinguish

1CAA section 129 refers to the Solid Waste
Disposal Act (SWDA). However, this act, as
amended is commonly referred to as RCRA. Thus,
the term, “RCRA” is used in place of SWDA in this
Notice.

among classes, types (including mass-
burn, refuse-derived fuel, modular and
other types of units), and sizes of units
within a category in establishing such
standards. Id. at 7429(a)(2).

NSPS apply to new stationary
sources—that is, sources whose
construction begins after the NSPS is
proposed or sources that are
reconstructed or modified on or after a
specified date. The EG are similar to the
NSPS, except that they apply to existing
sources—that is, sources whose
construction begins on or before the
date the EG are proposed, or sources
that are reconstructed 